From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 5/4/2020 6:35:54 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: RE: ACTIV Response Partnership Leadership Team Meetings 


Yes, | think if Tsai is going to be hard to reach we should think about somebody else. But I’d make sure you have Pao 
first. 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Monday, May 4, 2020 2:27 PM 

To: Wholley, David (FNIH) [T] < b6 

Subject: RE: ACTIV Response Partnership Leadership Team Meetings 


Yes, | know I'm in waffle mode, here -- but I’m also wondering whether it’s a mistake to leave out Dolsten in 
the Exec Comm. Pfizer is still the biggest, Dolsten leads Hever, he has the AMP experience to draw on, and 
he’s been communicating interesting stuff about COVID-19 efforts at his company. Other than overly long 
introductory remarks, he’s great to work with. 


FC 


From: Collins, Francis (NIH/OD) [E] 

Sent: Monday, May 4, 2020 12:22 PM 

To: Wholley, David (FNIH) [T] b6 

Subject: RE: ACTIV Response Partnership Leadership Team Meetings 


Should | reconsider inviting him to the Ex Comm? 


From: Wholley, David (FNIH) [T] b6 
Sent: Monday, May 4, 2020 12:18 PM 
To: Collins, Francis (NIH/OD) [E] < b6 


Subject: FW: ACTIV Response Partnership Leadership Team Meetings 


FYI 

From: Fuhrer, Nicole b6 
Sent: Monday, May 4, 2020 12:15 PM 
To: Wholley, David (FNIH) [T] b6 


Subject: ACTIV Response Partnership Leadership Team Meetings 
Dear David 
| hope you are doing well. 


Just wanted to let you know that | will only tentatively accept the upcoming ACTIV Response Partnership Leadership Team 
Meetings for John Tsai. 


Considering the late hour here in Europe he might not be able to join both calls but he will try his best. 
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| hope you understand. Wishing you a nice rest of your day. 


With best regards 
Nicole 


Nicole Fuhrer 
Executive Assistant to Head GDD 


a b6é 
M b6 

b6 
Novartis Pharma AG 


Global Drug Development 
Novartis Campus 

4002 Basel 
SWITZERLAND 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 5/4/2020 7:44:27 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

ce: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Tountas, Karen (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6fle46f5b750753cd5a14f93-tountaskh]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc6952f65f80-santosmr]; Gonzalez, Nina 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d] 
Subject: ACTIV Partnership Leadership Team Meeting 20200504_Draft_v3 OEdw.pptx 
Attachments: ACTIV Partnership Leadership Team Meeting 20200504_Draft_v3 OEdw.pptx 


Hi Francis — 
Here are slides four our 4PM review with you. David 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 5/15/2020 11:14:39 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Woodcock, Janet (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf4887 992 169bd7644e29-Janet.Woodc]; 058 Meeting Group 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=49bdfa61f26840ca852cf628decSOb2b-058 Meeting]; Tountas, Karen (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6f1e46f5b750753cd5a14f93-tountaskh] 

Subject: FW: Interested in participating in ACTIV 


FYI, this was an invitation from the California HHS for Stacey to discuss ACTIV with them. We have been rapidly 
expanding our reach well beyond NIH networks. 


From: Adam, Stacey (FNIH) [T] < b6 
Sent: Friday, May 15, 2020 7:02 PM 
To: Wholley, David (FNIH) [T] < b6 


Subject: FW: Interested in participating in ACTIV 
Guess it was definitely worth me missing half of Dana’s set. Kaiser would be a great get. | have let Karen know. 


Stacey J. Adam, PhD 

Director, Cancer 

Research Partnerships 

Direet: ¢ b6 Mobile b6 


From: Jacek Skarbinski b6 

Sent: Friday, May 15, 2020 6:42 PM 

To: Adam, Stacey (FNIH) (T] b6 

Ce: Chen, Alice (CHHS) b6 
Subject: Interested in participating in ACTIV 


Dear Stacey, 

Thank you so much for joining the California Academic Advisory Board meeting today. | really enjoyed your presentation 
and we would be very interested in participating in ACTIV. | represent the Kaiser Permanente Northern California clinical 
trials group and coordinate all COVID-19 related clinical trials across our 22 medical centers. We do not currently 
participate in any NIH networks, but would be very interested in participating in ACTIV. We have developed a 
coordinated structure for bringing clinical trials into our large network, have been enrolling patients in inpatient studies, 
and are developing capacity to conduct outpatient clinical trials. We are looking at being able to offer clinical trials in 
both the inpatient and outpatient settings in all medical centers and are able to recruit large numbers of both inpatients 
and outpatients efficiently. 


We would like to be considered as an independent site for the ACTIV network. Can you send us a site survey? Best 
wishes. Jacek 


Jacek Skarbinski, MD 

Physician, Department of Infectious Diseases, Kaiser Oakland/Richmond 

Program Director, Kaiser Permanente Northern California HIV Fellowship 

Adjunct Investigator, Division of Research, Kaiser Permanente Northern California 


COLL0000018468 


Address: 275 West MacArthur Boulevard, Oakland, CA 94611 
Mobile: b6 
Fax: 510-752-7892 


NOTICE TO RECIPIENT: If you are not the intended recipient of this e-mail, you are prohibited from sharing, copying, or othemvise using or disclosing 
its contents. If you have received this e-mail in error, please notify the sender immediately by reply e-mail and permanently delete this e-mail and any 
attachments without reading, forwarding or saving them. Thank you. 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 5/16/2020 2:49:14 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Woodcock, Janet (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf4887 9192 169bd7644e29-Janet.Woodc] 

Subject: FW: Introduction to NIH trial efforts 


OK, so we are essentially “go” with all three immunomodulators selected by the TX-Clinical WG, at least from the 
company perspective. We just need to find the right network/CRO and NIH Institute (hopefully) to hold the IND. 


From: Adam, Stacey (FNIH) [T] < v6 

Sent: Friday, May 15, 2020 7:21 PM 

To: Bharucha_David < b6 

Ce: b6 Read, Sarah (NIH/NIAID) [E] < b6 Eric Hughes < b6 
Subject: RE: Introduction to NIH trial efforts 


Hi David, 


This is terrific news!! | will be in touch with a request this weekend and some times that we can meet after | chat with 
my co-chairs. We are very excited to have AbbVie onboard. 


Thanks, 
Stacey 


S 


cey J. Adam, PhD 


‘or, Cancer 
Research Partnerships 
Direct: b6 Mobile: b6 
From: Bharucha_David < b6 
Sent: Friday, May 15, 2020 7:19 PM 
To: Adam, Stacey (FNIH) [T] < b6 
Ce: el b6 Read, Sarah (NIH/NIAID) [E] v6 >; Eric Hughes < b6 


Subject: RE: Introduction to NIH trial efforts 


Hi Stacey, all, 
We do indeed wish to proceed with CVC (cenicriviroc) as a drug in the next ACTT study as suggested. | have discussed 
this among Abbvie persons including Tom Hudson, and we wish to go ahead right away. 


I'd be glad to set up a tel. call with you on Monday morning, but let me know over the week-end should there be 
information to expedite our discussion next week. 


Best regards, 
David 


David B. Bharucha, MD, PhD, FACC 
Vice President, Clinical Development, R&D 
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abbvie 


5 Giralda Farms 
Madison, NJ 07940 


Office: + 6 
Cell: b6 
b6 
From: Adam, Stacey (FNIH) [T] b6 
Sent: Wednesday, May 13, 2020 10:31 AM 
To: Bharucha_David b6 >; Read, Sarah (NIH/NIAID) [E] b6 Eric Hughes 
b6 , 


Gottesdiener b6 
Subject: RE: Introduction to NIH trial efforts 


Hi David, 


Thanks you so much for reaching out with a timing update for a decision from your group. Please let me know how we 
can be of any assistance in your deliberations. We are glad that your group \s still interested in join our efforts! 


We look forward to hearing from your team. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 
Director, Cancer 
Research Partnerships 


Dire; b6 Mobile: b6 

From: Bharucha_David < b6 > 

Sent: Wednesday, May 13, 2020 9:36 AM 

To: Adam, Stacey (FNIH) [T] <b ; Read, Sarah (NIH/NIAID) [E]  b6 ; Eric Hughes 
< b6 

Ce: b6 Keith Gottesdiener < b6 


Subject: RE: Introduction to NIH trial efforts 
Stacey, Sarah, Eric, all, 


It was great to speak with you on Monday and to understand more about the planned trial. We remain very interested 
in joining your work and, as mentioned, | am now having discussions with new AbbVie colleagues about this 
opportunity. | should have a distinct word for you by Friday PM. 


Thank you, 
David 


David B. Bharucha, MD, PhD, FACC 
Vice President, Clinical Development 
Office Tel: + 6 
Cell: + b6 , 

b6 


COLL0000018477 


From: Adam, Stacey (FNIH) [T] dé 
Sent: Friday, May 8, 2020 9:59 AM 


To: Bharucha_David b6 
Ce: Read, Sarah (NIH/NIAID) [E] < v6 y>; Eric Hughes < 
b6 ; Keith Gottesdiener b6 


Subject: RE: Introduction to NIH trial efforts 
Thanks, David, 

We are as well. 

Stacey 

Stacey J. Adam, PhD 


Director, Cancer 
Research Partnerships 


Direet: b6 Mobile: ( b6 

From: Bharucha_David b6 

Sent: Friday, May 8, 2020 9:58 AM 

To: Adam, Stacey (FNIH) [T] b6 

Cc: Read, Sarah (NIH/NIAID) [E] < b6 Eric Hughes < 
b6 Keith Gottesdiener b6 


Subject: RE: Introduction to NIH trial efforts 


Thanks Stacey. 

Accepting your invite. 

| look forward to our discussion, 
David 


David B, Bharucha, MD, PhD, FACC 
Vice President, Clinical Development - Allergan R&D 
Therapeutic Area Head ~ internal Medicine, Women’s Health, 
Urology, & Anti-infectives 
Office Tel: b6 o 
Cell: + b6 

b6 


2% Allergan. 


From: Adam, Stacey (FNIH) [T] b6 

Sent: Friday, May 8, 2020 8:04 AM 

To: Bharucha_David b6 

Cc: Read, Sarah (NIH/NIAID) [E] b6 ; Eric Hughes 
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v6 ; Keith Gottesdiener b6 
Subject: RE: Introduction to NIH trial efforts 


Hi David, 


The best time for our team will be 11am-12pm ET on Monday. | will send an invite shortly. 


Please feel free to send to other members of your team as needed. 


Thanks, 
Stacey 


Stacey J. Adam. PhD 


Director, Cancer 

Research Partnerships 

Direet: b6 Mobile: b6 

From: Bharucha_David b6 

Sent: Thursday, May 7, 2020 8:49 PM 

To: Adam, Stacey (FNIH) [T] b6 

Cc: Read, Sarah (NIH/NIAID) [E] b6 Eric Hughes 
b6 ; Keith Gottesdiener b6 


Subject: RE: Introduction to NIH trial efforts 


Hi Stacey, 
Some available times for me over the next few days (all EDT): 
Friday (May 7): 11:30-1pm 
Saturday: | could be available. 
Monday: 8am — 1:00 pm 
can flex 1:30pm to 4 pm. 
Tuesday: can flex all day until 4pm. 


David Nicholson won't be able to join unfortunately. 


I'm keeping Keith cc’ed -- I’ve asked him to join us, given his leadership & familiarity with these issues including CVC. 


Pls. let me know what will work for you; if you could offer a few slots, as I’m not precisely sure about Keith’s availability. 


Thanks, 
David 


David B. Bharucha, MD, PhD, FACC 

Vice President, Clinical Development - Allergan R&D 
Therapeutic Area Head Internal Medicine, Women’s Heath, 
Urology, & Anti-infectives 


Office Tel: b6 
Cell + 'b6 
b6 
* 
2,2 Allergan. 


COLL0000018477 


From: Adam, Stacey (FNIH) [T] b6 
Sent: Wednesday, May 6, 2020 12:14 PM 


To: Bharucha_David < v6 ; Keith Gottesdiener < b6 4 
Nicholson_David b6 
Cc: Read, Sarah (NIH/NIAID) [E] b6 >; Eric Hughes b6 


Subject: RE: Introduction to NIH trial efforts 
Hi David, 
Thank you for your quick response. | look forward to hearing from you on scheduling. 


Thanks, 
Stacey 


§ ey J. Adam, PhD 

Director, Cancer 

Research Partnerships 

Direct: b6 Mobile: b6 


From: Bharucha_David b6 

Sent: Wednesday, May 6, 2020 12:04 PM 

To: Adam, Stacey (FNIH) [T] b6 >; Keith Gottesdiener b6 Nicholson_David 
v6 

Ce: Read, Sarah (NIH/NIAID) [E] b6 Eric Hughes b6 

Subject: RE: Introduction to NIH trial efforts 


Thank you, Keith. 

Thank you and nice to meet you, Stacey. 

We can respond separately re scheduling availabilities. 
Best regards, 

David 


David 8. Bharucha, MD, PhD, FACC 

Vice President, Clinical Development - Allergan R&D 
Therapeutic Area Head ~ internal Medicine, Women’s Health, 
Urology, & Anti-infectives 

Office Tel: b6 

Cel + 6 


b6 


ae 


<2 Allergan. 


From: Adam, Stacey (FNIH) [T] b6 

Sent: Wednesday, May 6, 2020 11:12 AM 

To: Keith Gottesdiener b6 Bharucha_David b6 >} 
Nicholson_David b6 

Cc: Read, Sarah (NIH/NIAID) [E] b6 Eric Hughes b6 

Subject: RE: Introduction to NIH trial efforts 
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Thanks, Keith, | sincerely appreciate the introduction to the team from Allergan. 
Dear David and David, 
Very nice to meet you virtually. | hope this note finds you well amidst what | am sure is a very busy time for you. 


At your earliest, your earliest convenience the co-chairs of our Clinical Therapeutics work group, Sarah Read (NIH/NIAID) 
and Eric Hughes (Novartis), and | would love to have a call with you to discuss our request to include your agent in one 
of the new master protocols that we are creating within ACTIV. 


Please let me know who | should work with from your side to arrange scheduling and | will begin to work with them to 
get a meeting in the next week, if possible. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

Director, Cancer 

Research Partnerships 

Direct: b6 Mobile: b6 


From: Keith Gottesdiener b6 

Sent: Wednesday, May 6, 2020 8:25 AM 

To: David Bharucha < b6 David Nicholson b6 Adam, Stacey 
(FNIH) [T] < b6 

Cc; Keith (USE) Gottesdiener b6 > 

Subject: Introduction to NIH trial efforts 


David N and David B:: 


I've updated you on the intersections of NIH and COVID R&D, and I'm happy to say one of 
Allergan's compounds, cenicriviroc was highly ranked in NIH prioritization efforts. (b) (4). (b) (5) 
() (4). (®) (5) 
(b) (4). (b) (5) |, Stacey will be talking to you about 
a possibility to participate in a different trial called ACTT3. It may be that cenicriviroc should find a different 
or possibly better home in the upcoming NIH trial Stacey can tell you about. In that way, the COVID R&D 
consortium can support the NIH Activ efforts. 


Stacey is a key member of the NIH Therapeutics Workstream for prioritization and clinical protocols 
development, and is a member of the NIH Foundation (FNIH). 


If | can be of further help, let me know. 


Best, Keith 

This e-mail, including any attachments, is meant only for the intended recipient of the transmission, and may bea 
confidential or privileged communication. If you received this e-mail in error, any review, use, dissemination, 
distribution, or copying of this e-mail is strictly prohibited. Please notify us immediately of the error by return e-mail and 
please delete this message from your system. Thank you in advance for your cooperation. 

This e-mail, including any attachments, is meant only for the intended recipient of the transmission, and may be a 
confidential or privileged communication. If you received this e-mail in error, any review, use, dissemination, 
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distribution, or copying of this e-mail is strictly prohibited. Please notify us immediately of the error by return e-mail and 
please delete this message from your system. Thank you in advance for your cooperation. 

This e-mail, including any attachments, is meant only for the intended recipient of the transmission, and may bea 
confidential or privileged communication. If you received this e-mail in error, any review, use, dissemination, 
distribution, or copying of this e-mail is strictly prohibited. Please notify us immediately of the error by return e-mail and 
please delete this message from your system. Thank you in advance for your cooperation. 

This e-mail, including any attachments, is meant only for the intended recipient of the transmission, and may be a 
confidential or privileged communication. If you received this e-mail in error, any review, use, dissemination, 
distribution, or copying of this e-mail is strictly prohibited. Please notify us immediately of the error by return e-mail and 
please delete this message from your system. Thank you in advance for your cooperation. 

This e-mail, including any attachments, is meant only for the intended recipient of the transmission, and may bea 
confidential or privileged communication. If you received this e-mail in error, any review, use, dissemination, 
distribution, or copying of this e-mail is strictly prohibited. Please notify us immediately of the error by return e-mail and 
please delete this message from your system. Thank you in advance for your cooperation. 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 2/12/2021 3:27:01 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Le 4 Appell, Evan [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=user7ee69e83]; Gonzalez, Nina [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd87510679648859e1cf101c0943414-adamsj4]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1afS2dc42427ea3d34f1e072f8cb7-menetskijp]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc] 

Subject: 02.17 ACTIV EC and Leadership Team Meeting _Agenda_20210210draft.pptx 

Attachments; 02.17 ACTIV EC and Leadership Team Meeting_Agenda_20210210draft.pptx 


Hi Francis, 
We have another Leadership Team meeting coming up, next Wednesday the 17". Here is our crack at a first draft for an 
agenda. Can we get your thoughts so we can get started on slides this weekend? Thanks 


COLL0000018482 


From: Menetski, Joseph (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=5001AFS2DC4A427EA3D34F 1E072F8CB7-MENETSKIJP] 


Sent: 1/14/2021 10:02:08 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

ce Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc] 

Subject: RE: variant effort 

Attachments: ACTIV_Preclinical_ Emerging Sequence Surveillence Proposal_1y50_D2.docx 


Dear Francis, 


Here is an updated ACTIV variant proposal that now includes a better foundation for incorporating industry data into the 
effort. 


Please let me know if you need anything in addition from me, but | believe this to be ready to send to Janet. 


Best regards, 
Joe 


From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Thursday, January 14, 2021 4:59 PM 

To: Menetski, Joseph (FNIH) [T] < b6 
Subject: FW: variant effort 


From: Woodcock, Janet b6 
Sent: Thursday, January 14, 2021 4:57 PM 
To: Collins, Francis (NIH/OD) [E] < b6 
Cc: Bugin, Kevin (FDA/CDER) b6 


Subject: RE: variant effort 


Good, | will need a $$ figure that rolls it all up ASAP if we are to get funding from us. jw 


From: Collins, Francis (NIH/OD) [E] b6 
Sent: Thursday, January 14, 2021 4:31 PM 

To: Woodcock, Janet b6 
Subject: RE: variant effort 


Hi Janet, 

That’s being actively worked on right now — SCIRAM can be the USG-only connection between agencies to be 
sure we are coordinating across HHS, and can deal with priority decisions where industry might have a conflict 
of interest. I’m expecting the merger that Joe Menetski (ACTIV) and Dan Jernigan (SCIRAM) are leading will 


produce a result in the next 18 hours. 


Francis 
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From: Woodcock, Janet <. b6 
Sent: Thursday, January 14, 2021 4:12 PM 
To: Collins, Francis (NIH/OD) [E] b6 
Subject: variant effort 


How do we talk about the SCIRAM effort and its relationship to what you want to do with ACTIV? I think | can get some 
funding but will need to explain. jw 
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From: Lane, Cliff (NIH/NIAID) {E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=2D7E368A3137473BBCE161547A82F2DE-CLANE] 

Sent: 1/15/2021 1:03:24 AM 

To: Bugin, Kevin (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=d4e98409d40a4a9880bfb9f709481e7 c-BUGINK.fda]; Woodcock, Janet 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf4887 9192 169bd7644e29-Janet.Woodc]; Collins, Francis 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 


Subject: Re: virus variants 
Thanks very much. (b) (4), (b) (5) 
(b) (4), (b) (5) I will confirm in the morning. 
Cliff 
From: "Bugin, Kevin" < b6 
Date: Thursday, January 14, 2021 at 11:19 AM 
To: "Woodcock, Janet (FDA/CDER)" < b6 "Collins, Francis (NIH/OD) [E]" 
< b6 “Lane, Cliff (NIH/NIAID) [E]" < b6 


Subject: RE: virus variants 


Cliff, 
Attached is what was shared with me on the ACTIV-2 treatment study. 


Kevin 


From: Lane, Cliff (NIH/NIAID) (E] 66 

Sent: Thursday, January 14, 2021 10:59 AM 

To: Woodcock, Janet < v6 

Cc: Bugin, Kevin b6 Collins, Francis S (NIH) b6 
Subject: Re: virus variants 

Janet, 


There are several topics under discussion at NIAID regarding “mAb/Vx Prevention and Treatment”. 


Just to double check. Are you referring to the question of whether or not prior treatment or infection interferes with 
response to vaccines and/or the question of what is the impact of vaccination on transmission? 


Please send me the proposal you have from NIAID on the treatment side. | do not think | have seen it. 


| am happy to try and consolidate things on our side to get you a dollar amount. | have a meeting with NIAID leadership 
tomorrow at 9 AM and should be able to get you a consolidated estimate shortly thereafter. 


Thanks very much for reaching out. 


Cliff 


From: "Woodcock, Janet" b6 
Date: Thursday, January 14, 2021 at 10:35 AM 
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To: "Bugin, Kevin (FDA/CDER)" b6 . "Collins, Francis (NIH/OD) [E]" 
b6 "Lane, Cliff (NIH/NIAID) [E]"_b6 
Subject: RE: virus variants 


Aren't they meeting today? Cliff do you think you could get this at least to a dollar amount so we can get it funded 
before everyone with the pen turns into a pumpkin!? TX jw 


From: Bugin, Kevin b6 
Sent: Thursday, January 14, 2021 10:28 AM 
To: Woodcock, Janet b6 >; Collins, Francis $ (NIH) b6 


Subject: Re: virus variants 


Thanks. Standing by. | am also working on a funding request for the mAb/Vx Prevention and Treatment studies that 
NIAID is planning. To date | only have a proposal on the Treatment side. Would love to combine all requests and get 
them through before the process slows next week. Any chance one of you could nudge the mAb/Vx Prevention study 
proposal along? 


Kevin 

From: Woodcock, Janet < b6 

Sent: Thursday, January 14, 2021 10:18:59 AM 

To: Collins, Francis S (NIH) v6 ; Bugin, Kevin b6 


Subject: RE: virus variants 


Thanks Francis. Kevin, funding request coming our way. Very urgent, should go thru Paul Mango route. | can talk to 
whomever about the urgency. jw 


From: Collins, Francis (NIH/OD) [E] < be 
Sent: Thursday, January 14, 2021 10:15 AM 

To: Woodcock, Janet < b6 
Subject: RE: virus variants 


Hi Janet, 


Sounds like you and | are completely aligned on the urgency. Addressing the concerns about the ACTIV 
proposal that were raised by CDC and BARDA is happening right now, | am promised a new version of the 
ACTIV proposal by COB today, or tomorrow at the latest. | will send that to you ASAP, and will deeply 
appreciate whatever you can do to gain HHS approval for funding support. (b) (4), (b) (5) 

() (4). (&) (5) 


Francis 

From: Woodcock, Janet < v6 
Sent: Thursday, January 14, 2021 9:23 AM 
To: Collins, Francis (NIH/OD) [E] < b6 


Subject: RE: virus variants 
Seems Moncef is out of the loop. | would be glad to prevail upon HHS to try and get this funded in the next few 


days. Critically needed. FDA is really interested and could have a big role to play if we have to switch epitopes. Seems 
like | can’t join the Exec Comm now, but maybe you and | could touch base. 
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(b) 4). &) ) 


Let me know and | can get a funding memo going. This is very urgent. jw 


From: Collins, Francis (NIH/OD) [E] b6 
Sent: Wednesday, January 13, 2021 10:04 PM 
To: Woodcock, Janet be 

Cc: Wholley, David N (NIH) b6 


Subject: RE: virus variants 
Hi Janet, 


Thanks for reaching out. Yes, | have been somewhat obsessed about the need for ACTIV to organize a 
coordinated plan to assess the functional consequences (to therapeutics and vaccines) of emerging mutations 
in SARS-CoV-2. That would include defining the critical assays that need to be done, identifying those who can 
do them quickly, avoiding duplication, and making sure all of the data is shared immediately. Industry has 
embraced this. Joe Menetski led an effort of the Preclinical Working Group that came up with a five-point 
plan —a one year version of that is attached, though this will clearly need to be in place for longer than a 

year. As to your questions about who is involved in the ACTIV plan, Ann Eakin from NIAID and Karl Erlandson 
from BARDA, who | understand are the primary leaders on the OWS testing effort, were on the proposal 
development team with Joe. Joe tried to also involve Tim Stenzel from FDA, who was personally 
recommended for this by Peter Marks at CBER, but Tim has seemed somewhat disinterested. 


(b) (4). (b) (5). — he was personally in favor but ran into 
some concerns about overlaps from CDC and BARDA. That led to a Zoom call last Saturday where it emerged 
that there is a separate nascent HHS effort (just government, no outsiders) to enhance communication. That 
seems to be primarily focused on information sharing, but wouldn’t actually have funds to support work, | 
don’t see evidence that FDA has been involved. 


Yesterday | convened the ACTIV team and the HHS team, and | think we worked out a way for both to go 
forward. But | would see the ACTIV project as the one that actually makes things happen. 


| have discussed this situation and the ACTIV plan in general terms with Rochelle Walensky, who was 
supportive. | think we need to get this going now. I'd love to know your thoughts. If you and Moncef were 
both supportive, could we even get this funded by OWS before everything goes into slow motion on January 
20? 


This will be discussed at the ACTIV Leadership Team tomorrow, and |’m glad you might be able to join for that 
part. I’d also be glad to talk by phone if it would help. | could talk between 6:30 and 8 am tomorrow 
(Thursday) if that’s a good time for you. 


Best, Francis 


From: Woodcock, Janet b6é 
Sent: Wednesday, January 13, 2021 1:16 PM 
To: Collins, Francis (NIH/OD) [E] b6 


Subject: virus variants 
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Francis | saw the proposal you made for ACTIV on this issue. Unfortunately, I'll not be able to be at all the exec comm 
meeting tomorrow. 


As you probably know, OWS/therapeutics research group that includes NIAID folk are doing pseudovirus variant neut 
testing in CBER labs. Most of the MoAb sponsors have agreed to participate. The global circulating variants are being 
given priority. 


We are also funding live virus testing for leading variants, that will start as soon as they get the virus. 


CDER/FDA is interested in a having a strategy in case variants start to predominate, both for AB development and | don’t 
know about vaccines, haven't talked to Peter. They think a public meeting should be help on this at some point. 


’ll try to come to as much of the exec comm as possible. Are you going to raise these issues here? jw 
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From: Santos, Michael (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=AB38CB6836DE44E 18EF4CC6952F65F80-SANTOSMR] 


Sent: 2/17/2021 10:59:46 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

ce b6 Lowy, Douglas (NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=f1b7b8fe4739478bb17840c56902718a-lowyd]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 


Subject: RE: Update on South Africa program 

Flag: Follow up 

Hi Francis, 

Yes, itis b6é He gave an insightful presentation and |’m sure will be an excellent resource. 
Best regards, 

Mike 

Michael Santos, PhD 


Associa ¢ President, Science | Foundation for th al Institutes of Health 


From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Wednesday, February 17, 2021 5:55 PM 
To: Santos, Michael (FNIH) [T] < b6 


Subject: RE: Update on South Africa program 


I'd like to talk with Trevor Bedford about these data. Do you have contact information? 


Tx, FC 

From: Santos, Michael (FNIH) (T] < b6 

Sent: Thursday, February 11, 2021 2:56 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Mascola, John (NIH/VRC) [E] < b6 Wholley, 

David (FNIH) [T] b6 >; Lane, Cliff (NIH/NIAID) [E] < b6 Lowy, Douglas (NIH/NCI) [E] 
bo, > 

Ce: Fauci, Anthony (NIH/NIAID) [E] < b6 


Subject: RE: Update on South Africa program 
Hi Francis, 


We had excellent presentations today at the Vaccines Working Group meeting on viral evolution from Trevor Bedford 
and Jesse Bloom, both of Fred Hutch, including a fair amount of contextual data from seasonal CoVs and flu. You may be 
interested in browsing their slides: 

e = https://bedford.io/talks/sars-cov-2-molecular-evolution-activ/#/ (advance with space-bar or arrows) 

° ht 


In the discussion, Greg Glenn of Novavax commented on their trial data showing that seropositivity in South Africa did 
not correlate with a lower attack rate in the placebo arm or greater vaccine efficacy in the vaccine arm: i.e., prior 
infection seemed not to convey any protection against the 501Y.V2 (B.1.351) variant. They expect to have serum 
neutralization data confirming lower titers against V2 (which has already been seen for 501Y.V1 [B.1.1.7] in the UK). 
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Finally, a few people did sound notes of optimism that, despite indications that some natural and vaccine-induced 
immunity may not protect against infection or mild/moderate disease with new strains, it is plausible that the immunity 
from 1*-gen strains and vaccines would still protect against hospitalization and more severe outcomes. 


Thanks, 
Mike 


Michact Santos, PhD 
Associate Vice President, Science | Foundation for the National Institutes of Health 


From: Mascola, John (NIH/VRC) [E] < b6 
Sent: Thursday, February 11, 2021 11:42 AM 
To: Collins, Francis (NIH/OD) [E] b6 Santos, Michael (FNIH) [T] b6 ; Wholley, David 
(FNIH) [7] b6 Lane, Cliff (NIH/NIAID) [E] b6 Lowy, Douglas (NIH/NCI) [E] 
b6 
Cc: Fauci, Anthony (NIH/NIAID) [E] b6 


Subject: RE: Update on South Africa program 
Hi Francis, 


We are tracking and Tony is aware. This arose quickly after data that Az vaccine did not work in S. Africa. 


Johnb 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Thursday, February 11, 2021 11:33 AM 

To: Santos, Michael (FNIH) [T] < b6 Wholley, David (FNIH) [T] b6 >; Lane, Cliff 
(NIH/NIAID) [E] b6 Mascola, John (NIH/VRC) [E] < b6 Lowy, Douglas (NIH/NCI) 
(E] b6 


Subject: FW: Update on South Africa program 


Interesting 

From: Castillejos, Carlos [JJCUS] b6 

Sent: Thursday, February 11, 2021 11:18 AM 

To: Corey, Larry b6 > 

Ce: Collins, Francis (NIH/OD) [E] b6 Fauci, Anthony (NIH/NIAID) [E] b6 Stoffels, 
Paul [JJCUS] b6 


Subject: Update on South Africa program 
Dear Dr. Corey, 


I'm reaching out to provide a quick update on the status of our partnership with South African MoH in response to the 
emerging data regarding vaccine effectiveness on breakthrough variants. 


I'm glad to confirm that we have reached an agreement with BARDA to support the implementation of a Phase 3B 


clinical study to evaluate the impact of our COVID-19 vaccine in a cohort of up to 500,000 Healthcare workers 
volunteers. 
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The study will be implemented in national vaccination centers, leveraging the infrastructure of our Ensempble1 study. 
South Africa Medical Research Council will be the study's regulatory sponsor and Professor Glenda Gray it's Principal 
Investigator. The study is a single-arm, open-labe!, pragmatic RWE study with the following endpoints: 


«Primary Endpoint 
* Hospitalizations or deaths in the cohort of HCWs 
*® Secondary Endpoints 
« Incidence of symptomatic and severe SARS CoV-2 infections among vaccinated HCWs 
e Genetic diversity of breakthrough SARS CoV-2 infections 
« Serum neutralization and T-cell responses among vaccinees (estimated sub-set of 10,000) 
e Asymptomatic infection in a sub-set (10 000) of HCWs 
e Estimate vaccine uptake among HCWs in South Africa 


We have completed a contract with MRC for the study's execution, which will be called Sisonke (Together). The South 
African Regulatory agency (SAHPRA) has now approved the protocol and labels. 


The SA government will facilitate a plane to collect the first batches, which, pending approval of export/import permits, 
we aim to ship Belgium as early as Monday next week aiming to start enrolling volunteers in the following days. 


We expect that the SA President will announce this collaboration tonight during a media briefing. 
We want to thank you again for your invaluable advice and partnership to make this happen. 
Please let us know if you have comments or questions at any time, 

Sincerely 


Carlos 


alte Castiliejos, MD, Sc.D, 
Stratagy & External Atta 
Office oft 
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From: Corey MD, Larry [ b6 

Sent: 2/18/2021 6:44:25 AM 

To: Santos, Michael (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc6952f65f80-santosmr]; Collins, Francis (NIH/OD) 
{E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

ce: Lowy, Douglas (NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f1b7b8fe4739478bb17840c56902718a-lowyd]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: RE: Update on South Africa program 


Flag: Follow up 


He’s great ... knowledgeable and thoughtful 


From: Santos, Michael (FNIH) [T] < b6 

Sent: Wednesday, February 17, 2021 3:00 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Corey MD, Larry < b6 Lowy, Douglas (NIH/NCI) [E] < b6 Wholley, David (FNIH) 
m< b6 

Subject: RE: Update on South Africa program 

Hi Francis, 

Yes, it is b6 He gave an insightful presentation and |’m sure will be an excellent resource. 


Best regards, 
Mike 


Michael Santos, PhD 
Associate Vice President, Science | Foundation for the National Institutes of Health 


From: Collins, Francis (NIH/OD) [E] b6 
Sent: Wednesday, February 17, 2021 5:55 PM 
To: Santos, Michael (FNIH) [T] < b6 


Subject: RE: Update on South Africa program 


I'd like to talk with Trevor Bedford about these data. Do you have contact information? 


Tx, FC 

From: Santos, Michael (FNIH) [T] b6 

Sent: Thursday, February 11, 2021 2:56 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Mascola, John (NIH/VRC) [E] b6 >; Wholley, 
David (FNIH) [T] b6 Lane, Cliff (NIH/NIAID) (E] b6 >; Lowy, Douglas (NIH/NCI) [E] 

< v6 

Cc: Fauci, Anthony (NIH/NIAID) [E] b6 


Subject: RE: Update on South Africa program 


Hi Francis, 
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We had excellent presentations today at the Vaccines Working Group meeting on viral evolution from Trevor Bedford 
and Jesse Bloom, both of Fred Hutch, including a fair amount of contextual data from seasonal CoVs and flu. You may be 
interested in browsing their slides: 

© https://bedford.io/talks/sars-cov-2-molecular-evolution-activ/#/ (advance with space-bar or arrows) 

© = https://slides.com/jbloom/sars-cov-2_activ 


In the discussion, Greg Glenn of Novavax commented on their trial data showing that seropositivity in South Africa did 
not correlate with a lower attack rate in the placebo arm or greater vaccine efficacy in the vaccine arm: i.e., prior 
infection seemed not to convey any protection against the 501Y.V2 (B.1.351) variant. They expect to have serum 
neutralization data confirming lower titers against V2 (which has already been seen for 501Y.V1 [B.1.1.7] in the UK). 


Finally, a few people did sound notes of optimism that, despite indications that some natural and vaccine-induced 
immunity may not protect against infection or mild/moderate disease with new strains, it is plausible that the immunity 
from 1*-gen strains and vaccines would still protect against hospitalization and more severe outcomes. 


Thanks, 
Mike 


Michact Santos, PhD 
Associate Vice President, Science | Foundation for the National Institutes of Health 


From: Mascola, John (NIH/VRC) [E] < b6 
Sent: Thursday, February 11, 2021 11:42 AM 
To: Collins, Francis (NIH/OD) [E] b6 >; Santos, Michael (FNIH) [T] b6 ; Wholley, David 
(FNIH) [7] b6 >; Lane, Cliff (NIH/NIAID) [E] b6 ; Lowy, Douglas (NIH/NCI) [E] 
b6 
Ce: Fauci, Anthony (NIH/NIAID) [E] < b6 


Subject: RE: Update on South Africa program 
Hi Francis, 


We are tracking and Tony is aware. This arose quickly after data that Az vaccine did not work in S. Africa. 


Johnb 

From: Collins, Francis (NIH/OD) [E] b6 

Sent: Thursday, February 11, 2021 11:33 AM 

To: Santos, Michael (FNIH) [T] b6 Wholley, David (FNIH) [T] b6 >; Lane, Cliff 
(NIH/NIAID) [E] b6 Mascola, John (NIH/VRC) [E] b6 ; Lowy, Douglas (NIH/NCI) 
(E] b6 


Subject: FW: Update on South Africa program 


Interesting 

From: Castillejos, Carlos [JJCUS] b6 

Sent: Thursday, February 11, 2021 11:18 AM 

To: Corey, Larry < b6 

Cc: Collins, Francis (NIH/OD) [E] b6 >; Fauci, Anthony (NIH/NIAID) [E] b6 Stoffels, 
Paul [JJCUS] b6 


Subject: Update on South Africa program 


Dear Dr. Corey, 
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I'm reaching out to provide a quick update on the status of our partnership with South African MoH in response to the 
emerging data regarding vaccine effectiveness on breakthrough variants. 


I'm glad to confirm that we have reached an agreement with BARDA to support the implementation of a Phase 3B 
clinical study to evaluate the impact of our COVID-19 vaccine in a cohort of up to 500,000 Healthcare workers 
volunteers. 


The study will be implemented in national vaccination centers, leveraging the infrastructure of our Ensempble1 study. 
South Africa Medical Research Council will be the study's regulatory sponsor and Professor Glenda Gray it's Principal 
Investigator. The study is a single-arm, open-label, pragmatic RWE study with the following endpoints: 


e Primary Endpoint 
« Hospitalizations or deaths in the cohort of HCWs 
¢ Secondary Endpoints 
« Incidence of symptomatic and severe SARS CoV-2 infections among vaccinated HCWs 
* Genetic diversity of breakthrough SARS CoV-2 infections 
« Serum neutralization and T-cell responses among vaccinees (estimated sub-set of 10,000) 
e Asymptomatic infection in a sub-set (10 000) of HCWs 
« Estimate vaccine uptake among HCWs in South Africa 


We have completed a contract with MRC for the study's execution, which will be called Sisonke (Together). The South 
African Regulatory agency (SAHPRA) has now approved the protocol and labels. 


The SA government will facilitate a plane to collect the first batches, which, pending approval of export/import permits, 
we aim to ship Belgium as early as Monday next week aiming to start enrolling volunteers in the following days. 


We expect that the SA President will announce this collaboration tonight during a media briefing. 
We want to thank you again for your invaluable advice and partnership to make this happen. 
Please let us know if you have comments or questions at any time, 

Sincerely 


Carlos 


Carlos Castiliejos, MD, Sc.D. 
p. 
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From: Lowy, Douglas (NIH/NCI) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=F 1B7B8FE4739478BB17840C56902718A-LOWYD] 

Sent: 2/18/2021 6:49:35 AM 

To: Corey MD, Larry [ b6 Santos, Michael (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38ch6836de44e1 8ef4cc6952f65f80-santosmr]; Collins, Francis 
(NIH/OD) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 


cc: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: Re: Update on South Africa program 

Flag: Follow up 


Agreed! Doug 


From: "Corey MD, Larry" < b6 

Date: Thursday, February 18, 2021 at 1:45 AM 

To: "Santos, Michael (FNIH) [T]" < b6 "Collins, Francis (NIH/OD) [E]" < b6 
Ce: "Lowy, Douglas (NIH/NCI) [E]" b6 >, "Wholley, David (FNIH) [T]" < b6 


Subject: RE: Update on South Africa program 


He's great ... knowledgeable and thoughtful 


From: Santos, Michael (FNIH) [T] < b6 

Sent: Wednesday, February 17, 2021 3:00 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Corey MD, Larry < b6 Lowy, Douglas (NIH/NCI) [E] < b6 Wholley, David (FNIH) 
[T< b6 

Subject: RE: Update on South Africa program 

Hi Francis, 

Yes, itis b6 He gave an insightful presentation and |’m sure will be an excellent resource. 


Best regards, 
Mike 


Michaet Santos, PhD 
Associate Vice President, Science | Foundation for the National Institutes of Health 


From: Collins, Francis (NIH/OD) [E] < bé 
Sent: Wednesday, February 17, 2021 5:55 PM 
To: Santos, Michael (FNIH) [T] b6 


Subject: RE: Update on South Africa program 
I'd like to talk with Trevor Bedford about these data. Do you have contact information? 


Tx, FC 


From: Santos, Michael (FNIH) [T] b6 
Sent: Thursday, February 11, 2021 2:56 PM 
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To: Collins, Francis (NIH/OD) [E] b6 >; Mascola, John (NIH/VRC) [E] < b6 Wholley, 


David (FNIH) [T] b6 ; Lane, Cliff (NIH/NIAID) [E] b6 >; Lowy, Douglas (NIH/NCI) [E] 
bé 
Ce: Fauci, Anthony (NIH/NIAID) [E] < b6 


Subject: RE: Update on South Africa program 
Hi Francis, 


We had excellent presentations today at the Vaccines Working Group meeting on viral evolution from Trevor Bedford 
and Jesse Bloom, both of Fred Hutch, including a fair amount of contextual data from seasonal CoVs and flu. You may be 
interested in browsing their slides: 

e = httos://bedford.io/talks/sars-cov-2-molecular-evolution-activ/#/ (advance with space-bar or arrows) 

e https://slides.com/jbloom/sars-cov-2_activ 


In the discussion, Greg Glenn of Novavax commented on their trial data showing that seropositivity in South Africa did 
not correlate with a lower attack rate in the placebo arm or greater vaccine efficacy in the vaccine arm: i.e., prior 
infection seemed not to convey any protection against the 501Y.V2 (B.1.351) variant. They expect to have serum 
neutralization data confirming lower titers against V2 (which has already been seen for 501Y.V1 [B.1.1.7] in the UK). 


Finally, a few people did sound notes of optimism that, despite indications that some natural and vaccine-induced 
immunity may not protect against infection or mild/moderate disease with new strains, it is plausible that the immunity 
from 1*-gen strains and vaccines would still protect against hospitalization and more severe outcomes. 


Thanks, 
Mike 


Michael Santos, PhD 
Associate Vice President, Science | Foundation for the National Institutes of Health 


From: Mascola, John (NIH/VRC) [E] b6 
Sent: Thursday, February 11, 2021 11:42 AM 
To: Collins, Francis (NIH/OD) [E] b6 Santos, Michael (FNIH) [T] < b6 Wholley, David 
(FNIH) [T] < b6 +; Lane, Cliff (NIH/NIAID) [E] < b6 Lowy, Douglas (NIH/NC1) [E] 
b6 
Ce: Fauci, Anthony (NIH/NIAID) [E] b6 > 


Subject: RE: Update on South Africa program 
Hi Francis, 


We are tracking and Tony is aware. This arose quickly after data that Az vaccine did not work in S. Africa. 


Johnb 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Thursday, February 11, 2021 11:33 AM 

To: Santos, Michael (FNIH) [T] b6 >; Wholley, David (FNIH) [T] < b6 ; Lane, Cliff 
(NIH/NIAID) [E] <ci b6 Mascola, John (NIH/VRC) [E] b6 Lowy, Douglas (NIH/NCI) 
(E] b6 


Subject: FW: Update on South Africa program 


Interesting 


COLL0000018535 


From: Castillejos, Carlos [JJCUS] < b6 
Sent: Thursday, February 11, 2021 11:18 AM 


To: Corey, Larry b6 > 
Cc: Collins, Francis (NIH/OD) [E] <co b6 Fauci, Anthony (NIH/NIAID) [E] < b6 Stoffels, 
Paul JJCUS} b6 


Subject: Update on South Africa program 
Dear Dr. Corey, 


I'm reaching out to provide a quick update on the status of our partnership with South African MoH in response to the 
emerging data regarding vaccine effectiveness on breakthrough variants. 


I'm glad to confirm that we have reached an agreement with BARDA to support the implementation of a Phase 3B 
clinical study to evaluate the impact of our COVID-19 vaccine in a cohort of up to 500,000 Healthcare workers 
volunteers. 


The study will be implemented in national vaccination centers, leveraging the infrastructure of our Ensempble1 study. 
South Africa Medical Research Council will be the study's regulatory sponsor and Professor Glenda Gray it's Principal 
Investigator, The study is a single-arm, open-label, pragmatic RWE study with the following endpoints: 


«Primary Endpoint 
* Hospitalizations or deaths in the cohort of HCWs 
* Secondary Endpoints 
Incidence of symptomatic and severe SARS CoV-2 infections among vaccinated HCWs 
Genetic diversity of breakthrough SARS CoV-2 infections 
Serum neutralization and T-cell responses among vaccinees (estimated sub-set of 10,000) 
Asymptomatic infection in a sub-set (10 000) of HCWs 
Estimate vaccine uptake among HCWs in South Africa 


We have completed a contract with MRC for the study's execution, which will be called Sisonke (Together). The South 
African Regulatory agency (SAHPRA) has now approved the protocol and labels. 


The SA government will facilitate a plane to collect the first batches, which, pending approval of export/import permits, 
we aim to ship Belgium as early as Monday next week aiming to start enrolling volunteers in the following days. 


We expect that the SA President will announce this collaboration tonight during a media briefing. 
We want to thank you again for your invaluable advice and partnership to make this happen. 
Please let us know if you have comments or questions at any time, 

Sincerely 


Carlos 


Carlos Castillejos, MD, So.D. 


Tolar chews 
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From: Plump, Andrew [ b6 

Sent: 2/18/2021 9:55:38 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: ACTIV 


Dear Francis and David, 
Congratulations on the progress with ACTIV. Yesterday’s conversation was outstanding. 


I find that with time, I gain more than I add to these conversations, and would propose that my colleague 
Rajeev Venkayya replace me on the committee. Rajeev leads Takeda vaccines and is on the board of CEPI. 
He spent time in the Bush White House in DC before you arrived, Francis. He led a bioterrorism and 
pandemic preparedness effort that unfortunately was not embraced early in the COVID pandemic. 


Rajeev is not only knowledgeable but also a great person and very dedicated to global health. He knows 
and works with many of the key stakeholders across the relevant ecosystems. He will add substantial 
value, I have spoken with him to inquire about his willingness to contribute and if you agree, he would 
be quite keen to join. 


I am not trying to step away and glad to help ad hoc or where necessary, but believe that Rajeev can add 
more direct value, 


Warm regards, 
Andy 


sent from my ipad 


The content of this email and of any files transmitted may contain confidential, proprietary or legally 
privileged information and is intended solely for the use of the person/s or entity/ies to whom it is 
addressed. If you have received this email in error you have no permission whatsoever to use, copy, 
disclose or forward all or any of its contents. Please immediately notify the sender and thereafter 
delete this email and any attachments. 
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From: Freire, Maria (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D345S5EAF14854C83F41D84-FREIREMC] 


Sent: 1/15/2021 4:28:10 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Subject: Re: ACTIV program to address SARS-CoV-2 variants 


Since you are up, FYI - https://www.biocentury.com/article/633499 


From: "Collins, Francis (NIH/OD) [E]" b6 
Date: Thursday, January 14, 2021 at 11:25:32 PM 
To: "Woodcock, Janet (FDA/CDER)" b6 
Cc; "Bugin, Kevin (PDA/CDER)" b6 "Menctski, Joseph (FNIH) [T]" 
b6 "Wholley, David (FNIH) [T]" b6 , "Freire, Maria (FNIH) [T]" 


Subject: ACTIV program to address SARS-CoV-2 variants 
Hi Janet and Kevin, 


See attached for the ACTIV proposal that captures all of the components for calendar year 2021. The budget 
requestis (b)(5) . | also attach a draft slide (still being reviewed, not for further distribution) that 
illustrates the relationship between the ACTIV program and the USG-only effort (now called SIG instead of 
SCIRAM). That reflects the discussions that have gone on for the last couple of days with Joe Menetski, Dan 
Jernigan, and John Mascola, Let me know what else | can do to help support this ACTIV proposal —| agree with 
you that this is of great urgency and needs to start right away. 


Many thanks, Francis 


From: Woodcock, Janet < b6 
Sent: Thursday, January 14, 2021 4:57 PM 
To: Collins, Francis (NIH/OD) [E] < b6 
Cc: Bugin, Kevin (FDA/CDER) < b6 


Subject: RE: variant effort 


Good, | will need a $$ figure that rolls it all up ASAP if we are to get funding from us. jw 


From: Collins, Francis (NIH/OD) [E] b6 
Sent: Thursday, January 14, 2021 4:31 PM 

To: Woodcock, Janet b6 
Subject: RE: variant effort 


Hi Janet, 
That’s being actively worked on right now — SCIRAM can be the USG-only connection between agencies to be 
sure we are coordinating across HHS, and can deal with priority decisions where industry might have a conflict 


of interest. I’m expecting the merger that Joe Menetski (ACTIV) and Dan Jernigan (SCIRAM) are leading will 
produce a result in the next 18 hours. 
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Francis 


From: Woodcock, Janet b6 > 
Sent: Thursday, January 14, 2021 4:12 PM 
To: Collins, Francis (NIH/OD) [E] b6 


Subject: variant effort 


How do we talk about the SCIRAM effort and its relationship to what you want to do with ACTIV? | think | can get some 
funding but will need to explain. jw 
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From: Menetski, Joseph (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=5001AFS2DC4A427EA3D34F 1E072F8CB7-MENETSKIJP] 

Sent: 2/18/2021 2:35:29 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Wholley, David (FNIH) [T] 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 
cc: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Menetski, Joseph (FNIH) 


[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc4a427ea3d34f1e072f8cb7-menetskijp] 
Subject: RE: [EXTERNAL] COVID-19 : EU PPPs 


Dear Francis and David, 


I think we do need to link with the EU, but the issues that need to be addressed are the same (rapid sharing of samples 


and public release of sequence info). 


This proposal appears to be a tight collaboration with WHO and WHO runs GISAID, so if they enforce that database as 
the only approach, it ties NIH hands in the initial analysis. Reading the link to the full document, this appears to be the 


case, which is really exclusionary to NCBI researchers. 


Perhaps we can suggest that the US be considered a Member state in this initiative, so that it has the same rights as the 


others? | think this is a policy and State Department issue that needs to be addressed at the highest levels. 


Other than the first item, the other work packages described below are really part of the preparedness proposal we 
generated a few weeks ago. They are not really about surveillance or variant verification. Having said that, it would be 


helpful to connect on those too, but probably not a TRACE connection, 


Best, 

Joe 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Thursday, February 18, 2021 7:55 AM 

To: Wholley, David (FNIH) [T] < be Menetski, Joseph (FNIH) [T] < b6 


Subject: FW: [EXTERNAL] COVID-19 : EU PPPs 


FYI, what do you think about a linkage with Europe? 


From: b6 
Sent: Thursday, February 18, 2021 7:25 AM 
To: Collins, Francis (NIH/OD) [E] 6 


Subject: Fwd: [EXTERNAL] COVID-19 : EU PPPs 
Maybe we can interlink this w ACTIV seq 
Sent from my iPhone 


Begin forwarded message: 
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From: Prof Trevor M Jones CBE FMedSci < b6 
Date: February 18, 2021 at 07:17:17 EST 


To: b6 Andrew Plump < b6 "Dolsten, Mikael" 

re b6 paul stoffel < v6 

Ce: "Sogaard, Morten" < b6 Geoff Frew < b6 Jill 
Payne < b6 


Subject: [EXTERNAL] COVID-19 : EU PPPs 


For information.see below 


Is any of this compatible with your Pandemic Preparedness initiative ? 


If so can we establish an early dialogue with HERA 


Mikael ..please note the final line re Vaccelarate 


Trevor 


On 17 February, the European Commission published a Communication titled ‘HERA Incubator: 
Anticipating together the threat of COVID-19 variants’ which outlines the characteristics of a 
new bio-defence preparedness plan. The new programme has the objective of preventing, 
mitigating and responding to the new COVID-19 variants also by boosting public-private- 
partnerships to revamp vaccine production, The funding for this initiative would come from 
different resources: Horizon 2020, the new Horizon Europe, from the European Investment Bank 
through Horizon 2020’s InnovFin Infectious Diseases Finance Facility (IDFF) and InvestEU. 
Please find the document attached and at this link. 
The programme will serve as the vanguard for the upcoming European Health Emergency 
Preparedness and Response Authority (HERA), and it is considered as a step further to ensure that 
action is taken with immediate effect on different fronts: 

« Rapid detection of variants; 

¢ Swift adaptation of vaccines; 

¢ Setting up a European Clinical Trials Network: 

» Fast-tracking regulatory approval of updated vaccines and new or repurposed 

manufacturing infrastructures: and 
+ Enable upscaling of production of existing, adapted or novel COVID-19 vaccines. 
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The Communication outlines that genome sequencing needs to be enhanced and to achieve this 
objective, the European Centre for Disease Prevention and Control (ECDC) and the World Health 
Organization will play a vocal role to work towards standardized genomic sequencing across the 
EU and beyond. 

In parallel with this Communication, a new EU-wide and EU-funded vaccine trial network called 
‘Vaccelerate’ is being launched in 16 EU Member States and five associated countries including 
Switzerland and Isracl to exchange data and progressively include children and young adults as 
participants in clinical trials. 


Prof Trevor M Jones CBE FMedSci 
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From: Corey MD, Larry [ b6 

Sent: 2/18/2021 3:07:38 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65{80-santosmr] 

cc: Lowy, Douglas (NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f1b7b8fe4739478bb17840c56902718a-lowyd]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: RE: Update on South Africa program 


Great to hear 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Thursday, February 18, 2021 3:03 AM 

To; Corey MD, Larry < b6 Santos, Michael (FNIH) [T] < b6 

Cc: Lowy, Douglas (NIH/NCI) [E] < b6 Wholley, David (FNIH) [T] < b6 


Subject: RE: Update on South Africa program 


We had a great conversation last night. 


From: Corey MD, Larry < b6 

Sent: Thursday, February 18, 2021 1:44 AM 

To: Santos, Michael (FNIH) [T] b6é >; Collins, Francis (NIH/OD) [E] b6 
Ce: Lowy, Douglas (NIH/NCI) [E] b6 >; Wholley, David (FNIH) [T] b6 


Subject: RE: Update on South Africa program 


He's great ...knowledgeable and thoughtful 


From: Santos, Michael (FNIH) [T] b6 

Sent: Wednesday, February 17, 2021 3:00 PM 

To; Collins, Francis (NIH/OD) [E] < b6 

Ce: Corey MD, Larry b6 >; Lowy, Douglas (NIH/NCI) [E] b6 Wholley, David (FNIH) 
7) b6 

Subject: RE: Update on South Africa program 

Hi Francis, 

Yes, itis { b6 . He gave an insightful presentation and |’m sure will be an excellent resource. 


Best regards, 
Mike 


Michael Santos, PhD 


Associate Vice President, Science | Foundation for the National Institutes of Health 


From: Collins, Francis (NIH/OD) [E] b6 
Sent: Wednesday, February 17, 2021 5:55 PM 
To: Santos, Michael (FNIH) [T] b6 


Subject: RE: Update on South Africa program 
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I'd like to talk with Trevor Bedford about these data. Do you have contact information? 


Tx, FC 


From: Santos, Michael (FNIH) [T] < b6 

Sent: Thursday, February 11, 2021 2:56 PM 

To: Collins, Francis (NIH/OD) [E] b6 ; Mascola, John (NIH/VRC) [E] b6 >; Wholley, 
David (FNIH) [T] b6 Lane, Cliff (NIH/NIAID) [E] b6 >; Lowy, Douglas (NIH/NCI) [E] 

< b6é 

Ce: Fauci, Anthony (NIH/NIAID) [E] b6 

Subject: RE: Update on South Africa program 


Hi Francis, 
We had excellent presentations today at the Vaccines Working Group meeting on viral evolution from Trevor Bedford 


and Jesse Bloom, both of Fred Hutch, including a fair amount of contextual data from seasonal CoVs and flu. You may be 
interested in browsing their slides: 


© https://slides.com/|bloom/sars-cov-2_ activ 


In the discussion, Greg Glenn of Novavax commented on their trial data showing that seropositivity in South Africa did 
not correlate with a lower attack rate in the placebo arm or greater vaccine efficacy in the vaccine arm: i.e., prior 
infection seemed not to convey any protection against the 501Y.V2 (B.1.351) variant. They expect to have serum 
neutralization data confirming lower titers against V2 (which has already been seen for 501Y.V1 [B.1.1.7] in the UK). 


Finally, a few people did sound notes of optimism that, despite indications that some natural and vaccine-induced 
immunity may not protect against infection or mild/moderate disease with new strains, it is plausible that the immunity 
from 1*-gen strains and vaccines would still protect against hospitalization and more severe outcomes. 


Thanks, 
Mike 


‘os, PhD 
¢ President, Science | Foundation for the National Institutes of Health 


From: Mascola, John (NIH/VRC) [E) b6 

Sent: Thursday, February 11, 2021 11:42 AM 

To: Collins, Francis (NIH/OD) [E] b6 Santos, Michael (FNIH) [T] b6 >; Wholley, David 
(FNIH) [T] b6 ; Lane, Cliff (NIH/NIAID) [E] < 6 Lowy, Douglas (NIH/NCI) [E] 

< b6 

Ce: Fauci, Anthony (NIH/NIAID) [E] < b6 


Subject: RE: Update on South Africa program 
Hi Francis, 
We are tracking and Tony is aware. This arose quickly after data that Az vaccine did not work in S. Africa. 


Johnb 


From: Collins, Francis (NIH/OD) [E] b6 
Sent: Thursday, February 11, 2021 11:33 AM 
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To: Santos, Michael (FNIH) [T] b6 Wholley, David (FNIH) [T] b6 >; Lane, Cliff 
(NIH/NIAID) [E] b6 >; Mascola, John (NIH/VRC) [E] b6 Lowy, Douglas (NIH/NCI) 
(E] b6 

Subject: FW: Update on South Africa program 


Interesting 

From: Castillejos, Carlos [JJCUS] b6 

Sent: Thursday, February 11, 2021 11:18 AM 

To: Corey, Larry bé 

Ce; Collins, Francis (NIH/OD) [E] <co v6 Fauci, Anthony (NIH/NIAID) [E] b6 » Stoffels, 
Paul (JJCUS] < b6 


Subject: Update on South Africa program 
Dear Dr. Corey, 


I'm reaching out to provide a quick update on the status of our partnership with South African MoH in response to the 
emerging data regarding vaccine effectiveness on breakthrough variants. 


I'm glad to confirm that we have reached an agreement with BARDA to support the implementation of a Phase 3B 
clinical study to evaluate the impact of our COVID-19 vaccine in a cohort of up to 500,000 Healthcare workers 
volunteers. 


The study will be implemented in national vaccination centers, leveraging the infrastructure of our Ensempble1 study. 
South Africa Medical Research Council will be the study's regulatory sponsor and Professor Glenda Gray it's Principal 
Investigator. The study is a single-arm, open-label, pragmatic RWE study with the following endpoints: 


«Primary Endpoint 
e Hospitalizations or deaths in the cohort of HCWs 
* Secondary Endpoints 
* Incidence of symptomatic and severe SARS CoV-2 infections among vaccinated HCWs 
* Genetic diversity of breakthrough SARS CoV-2 infections 
Serum neutralization and T-cell responses among vaccinees (estimated sub-set of 10,000) 
Asymptomatic infection in a sub-set (10 000) of HCWs 
Estimate vaccine uptake among HCWs in South Africa 


We have completed a contract with MRC for the study's execution, which will be called Sisonke (Together). The South 
African Regulatory agency (SAHPRA) has now approved the protocol and labels. 


The SA government will facilitate a plane to collect the first batches, which, pending approval of export/import permits, 
we aim to ship Belgium as early as Monday next week aiming to start enrolling volunteers in the following days. 


We expect that the SA President will announce this collaboration tonight during a media briefing. 
We want to thank you again for your invaluable advice and partnership to make this happen. 
Please let us know if you have comments or questions at any time, 

Sincerely 


Carlos 


Carlos Castiliejos, MD, Sc.D. 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 2/19/2021 3:06:11 PM. 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 


[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabakl] 
cc: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc] 


Subject: leader for Hever antiviral development initiative 


(&) 6) 


Hope that helps. 


id Wholley 
nior Vice-President, Research Partnerships 
Foundation for the National Institutes of Health 
b6 fri 
11400 Rockville Pi 


| fling ¥ ic) 
SENIH 


re 
Suite 600 North Bethesda. MD 20852 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=4 10E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 1/13/2021 12:43:15 PM 

To: Lorsch, Jon (NIH/NIGMS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=be9d3c649a724857811d44b495d9ce45-lorschir] 

cee Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: ACTIV and IDeA centers 

Hi Jon, 


| have heard back from the ACTIV teams, who in turn contacted their CROs, about what is going on with the IDeA 
centers. Here is our understanding of the current state of affairs: 


Eight total centers were contacted and indicated some initial interest, received briefings on the ACTIV protocols, and 
were subsequently put in contact with ACTIV trial teams, principally ACTIV-2, to discuss whether they’d like to activate 
the trial. Of these: 
e = 1 site is currently active and recruiting 
© University of Puerto Rico— Jorge Santana 


() (4). (®) (5) 


Although it seems a majority of the centers have elected not to participate in some way, | think | personally can speak 
for the entire ACTIV team in thanking you sincerely for your efforts to bring these centers and their sites to our 
attention. If you find that follow-up on the part of ACTIV has been inadequate or want us to try working with the 
unresponsive sites further in any way, please let me know and |Il pass on the message. 


Thanks, Francis 


From: Collins, Francis (NIH/OD) [E] b6 
Sent: Thursday, January 7, 2021 9:08 PM 

To: Lorsch, Jon (NIH/NIGMS) [E] b6 
Cc: Wholley, David (FNIH) [T] < b6 


Subject: RE: ACTIV 


Thanks, Jon. I’ll discuss with the ACTIV team and see if there is something more we can do to light a fire under 
the CROs. 


Francis 
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From: Lorsch, Jon (NIH/NIGMS) [E] < 

Sent: Thursday, January 7, 2021 1:26 PM 
To: Collins, Francis (NIH/OD) [E] bé 
Subject: ACTIV 


Francis, 


Thanks. 


Jon 


v6 


(b) A). &) ) 
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From: Plump, Andrew [ v6 

Sent: 2/19/2021 10:10:09 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Venkayya, Rajeev 
[ bé 

Subject: Introduction for ACTIV 


Flag: Follow up 


Hi Francis and David, 
Per our earlier dialogue, introducing you to my colleague, Rajeev Venkayya. 


Thank you very much for the opportunity to contribute to the important ACTIV program. Rajeev will be a 
great addition to the team. I am always available to support Rajeev and ACTIV should you need me. Rajeev 
knows where I live... 


Cheers, 
Andy 


Sent from my iPad 


The content of this email and of any files transmitted may contain confidential, proprietary or legally 
privileged information and is intended solely for the use of the person/s or entity/ies to whom it is 
addressed. If you have received this email in error you have no permission whatsoever to use, copy, 
disclose or forward all or any of its contents. Please immediately notify the sender and thereafter 
delete this email and any attachments. 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 2/19/2021 6:46:49 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!] 


cc: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc] 
Subject: Draft manuscripts from Tx-Clinical WG for Agent Priortization Process and for Master Protocols 


Attachments: ACTIV Agent Prioritization Manuscript DRAFT 20210219 for review clean.docx; ACTIV_Master Protocol Manuscript 
DRAFT_20210219 for review clean.docx 


Hi Francis and Larry: 

Here are the drafts for the two manuscripts mentioned on war room this morning. By way of reminder, we are looking 
for your direction on 1) who else needs to look at this with respect to an approval and clearance process and 2) how 
should funding mechanisms be characterized with respect to NIH and OWS, in addition of course to any comments or 
changes you would like to suggest. With regard to (1), N.B. that Janet Woodcock has been sent a copy to see if she has 
any suggested changes as well. The team would like to see if this could possibly be in shape to submit to JAMA by next 
Friday, February 26. Thanks, David 


David Wholley 

Senior Vice-President, Research Partnerships 

Foundation for the National Institutes of Health 
b6 fnih.org 

11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


vio) 
¢FNIH 5 
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From: Rutter, Joni (NIH/NCATS) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=157B25 17 DDB546A8A72844C35EADB062-JRUTTER] 


Sent: 2/19/2021 9:52:51 PM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Wholley, David (FNIH) [T] 


[/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 


Subject: Go on ACTIV-6 
Flag: Follow up 
Hi Francis, 


\'m happy to report that NCATS is a “go” for ACTIV-6 sponsorship. There are still a few details to work through, but we 
are confident that we have a reasonable path forward. The timing now seems to be the main issue. It will take us about 
4-5 weeks to get everything in place, which puts us at the end of March. If the funding resolution takes longer than 
expected, it will push us into April. Either way, we can get going now and deal with the dependencies as they arise. 


I've copied David in case he has anything to add. Please let us know if you have any questions. 


Joni 


Joni L. Rutter, PhD 

Deputy Director 

National Center for Advancing Translational Sciences (NCATS) 
National Institutes of Health (NIH) 

https ih.goy 


A{ 6701 Democracy Blvd, Ste 900 
Pl b6 MI b6 


Executive Assistant: 


National Center 


N | H for Advancing 


Translational Sciences 


COLLABORATE. INNGVATE. ACCELERATE. 


Connect with us!: hitps://neat: 
“Like” us on Facebook: hit 
Follow us on Twitter: | 


COLL0000018591 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 1/15/2021 1:33:10 PM 

To: Bugin, Kevin [ b6 J; Woodcock, Janet (FDA/CDER) [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf4887 9f92169bd7644e29-Janet.Woodc] 

Ls Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc] 

Subject: RE: ACTIV program to address SARS-CoV-2 variants 


| would say definitely yes, FDA should be involved in what used to be called SCIRAM, and is now SIG - that’s a 
message that should get to Dan Jernigan. 


Francis 


From; Bugin, Kevin < b6 

Sent: Friday, January 15, 2021 8:30 AM 

To: Collins, Francis (NIH/OD) [E] < b6 Woodcock, Janet (FDA/CDER) < b6 

Cc: Menetski, Joseph (FNIH) [T] < b6 Wholley, David (FNIH) [T] < b6 Freire, Maria 
(FNIH) [T] < b6 

Subject: RE: ACTIV program to address SARS-CoV-2 variants 


Thanks, Francis. | will work with Janet to get this into the process for funding ASAP from OWS. 


| do have one question as someone not familiar with all of the discussions to date—is there a need to involve anyone 
from FDA in the interagency group? 


Kevin 

From: Collins, Francis (NIH/OD) [E] b6 

Sent: Thursday, January 14, 2021 11:25 PM 

To: Woodcock, Janet b6 

Cc: Bugin, Kevin b6 Menetski, Joseph M (NIH) b6 Wholley, David N (NIH) 


b6 >; Freire, Maria C (NIH) b6 
Subject: ACTIV program to address SARS-CoV-2 variants 


Hi Janet and Kevin, 


See attached for the ACTIV proposal that captures all of the components for calendar year 2021. The budget 
requestis (b)(5) . | also attach a draft slide (still being reviewed, not for further distribution) that 
illustrates the relationship between the ACTIV program and the USG-only effort (now called SIG instead of 
SCIRAM). That reflects the discussions that have gone on for the last couple of days with Joe Menetski, Dan 
Jernigan, and John Mascola. Let me know what else | can do to help support this ACTIV proposal —| agree with 
you that this is of great urgency and needs to start right away. 


Many thanks, Francis 


COLL0000018594 


From: Woodcock, Janet b6 
Sent: Thursday, January 14, 2021 4:57 PM 
To: Collins, Francis (NIH/OD) [E] 

Cc: Bugin, Kevin (FDA/CDER) < 

Subject: RE: variant effort 


b6é 
b6 
Good, | will need a $$ figure that rolls it all up ASAP if we are to get funding from us. jw 


From: Collins, Francis (NIH/OD) [E] b6 
Sent: Thursday, January 14, 2021 4:31 PM 

To: Woodcock, Janet b6 
Subject: RE: variant effort 


Hi Janet, 


That’s being actively worked on right now — SCIRAM can be the USG-only connection between agencies to be 
sure we are coordinating across HHS, and can deal with priority decisions where industry might have a conflict 
of interest. I’m expecting the merger that Joe Menetski (ACTIV) and Dan Jernigan (SCIRAM) are leading will 
produce a result in the next 18 hours. 


Francis 

From: Woodcock, Janet b6 
Sent: Thursday, January 14, 2021 4:12 PM 
To: Collins, Francis (NIH/OD) [E] b6 


Subject: variant effort 


How do we talk about the SCIRAM effort and its relationship to what you want to do with ACTIV? | think | can get some 
funding but will need to explain. jw 


COLL0000018594 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 2/24/2021 1:33:25 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: URGENT: ACTIV-6 support 


There’s a small chance of an opportunity for ACTIV-6 support through the White House. Can you send me your best 
current version of a short document that describes the design and includes a top level budget? It would be great to get 
this tonight or first thing in the AM. 


Tx, Francis 


COLLO0000018597 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 2/24/2021 1:56:37 PM 

To: Fauci, Anthony (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=df38103d75 134f658ae2d356f0396b94-afauci] 

Subject: FW: URGENT: ACTIV-6 support 


Attachments: ACTIV-6 DRAFT Synopsis 23FEB20211.docx 


Here's the ACTIV-6 synopsis for the trial of oral agents for outpatients. Can accommodate up to eight agents. 


Francis 

From: Wholley, David (FNIH) [T] < bé 

Sent: Wednesday, February 24, 2021 7:58 AM 
To; Collins, Francis (NIH/OD) [E] < b6 

Ce: Freire, Maria (FNIH) [T] < b6 


Subject: URGENT: ACTIV-6 support 


Francis: 
Here is latest update on the design and budget for ACTIV-6 as you requested. N.B. it is draft, as the design discussions 
continue. Thanks, David 


From: Collins, Francis (NIH/OD) [E] b6 
Sent: Tuesday, February 23, 2021 8:33 PM 
To: Wholley, David (FNIH) [T] b6 


Subject: URGENT: ACTIV-6 support 
There’s a small chance of an opportunity for ACTIV-6 support through the White House. Can you send me your best 
current version of a short document that describes the design and includes a top level budget? It would be great to get 


this tonight or first thing in the AM. 


Tx, Francis 


COLL0000018603 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 2/25/2021 1:15:44 AM 

To: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc] 

Subject: RE: Friday 

Hi Maria, 


Yes, that sounds like a timely topic, and | agree it would be helpful to include Larry. 


But Carrie was about to e-mail you to ask for a postponement -- she’s been pulled into a SCIF on Friday 
morning. So how about we reschedule for a time when you, Carrie, Larry, and | are all available? 


Francis 

From: Freire, Maria (FNIH) [T] < b6 
Sent: Wednesday, February 24, 2021 7:45 PM 
To: Collins, Francis (NIH/OD) [E] < b6 


Subject: Friday 

Hi Francis, 

Our quarterly meeting is scheduled for Friday. | would like to take that time to discuss what you envision as we embark 
on this “next stage” of ACTIV. Mercifully we are at a much better place than where we were in March/April and we have 
an opportunity to think through what needs to happen next, what should to be modified/updated and what ought to be 
stopped. 


Carrie will be there but | wonder if it would be helpful to have Larry there too, if he can make it, of course. He is such a 
wise counsellor that | would benefit from his input. Thoughts? M. 


COLL0000018612 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 2/25/2021 2:52:18 AM 

To: Wolinetz, Carrie (NIH/OD) [E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd]; McManus, Ayanna 
(NIH/OD) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus]; Tabak, Lawrence 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!] 

Subject: FW: Friday 


Ayanna, your magic has been called for! 


From: Freire, Maria (FNIH) [T] < b6 
Sent: Wednesday, February 24, 2021 8:18 PM 
To: Collins, Francis (NIH/OD) [E] < b6 


Subject: Re: Friday 


Of course. It would be god not to let this move back too far, if possible. | know Ayanna can work her magic. M. 


From: "Collins, Francis (NIH/OD) [E]" b6 
Date: Wednesday, February 24, 2021 at 8:15:45 PM 
To: "Freire, Maria (FNIH) [T]" b6 


Subject: RE: Friday 
Hi Maria, 
Yes, that sounds like a timely topic, and | agree it would be helpful to include Larry. 


But Carrie was about to e-mail you to ask for a postponement -- she’s been pulled into a SCIF on Friday 
morning. So how about we reschedule for a time when you, Carrie, Larry, and | are all available? 


Francis 

From: Freire, Maria (FNIH) [T] < b6 
Sent: Wednesday, February 24, 2021 7:45 PM 
To: Collins, Francis (NIH/OD) [E] b6 
Subject: Friday 

Hi Francis, 


Our quarterly meeting is scheduled for Friday. | would like to take that time to discuss what you envision as we embark 
on this “next stage” of ACTIV. Mercifully we are at a much better place than where we were in March/April and we have 
an opportunity to think through what needs to happen next, what should to be modified/updated and what ought to be 
stopped. 


Carrie will be there but | wonder if it would be helpful to have Larry there too, if he can make it, of course. He is sucha 
wise counsellor that | would benefit from his input. Thoughts? M. 


COLL0000018613 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 2/27/2021 6:36:12 PM 
To: Howard Bauchner [ b6 Phil Fontanarosa [ b6 
(ef Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875{0679648859e1cf101c0943414-adamsj4] 

Subject: RE: Inquiry about potential interest in two significant COVID publications 


Hi Howard, 


We are grateful for your response. But, with regret, the team has concluded that the true scope and detail of 
this important effort simply cannot be captured in this shorter format. In addition, there is no way for the 
group to select just 3 authors per manuscript, as all 6-7 authors have contributed equally to the ideation and 
writing of the manuscript. 


So unless there is some other format possible at JAMA, we will need to look elsewhere. We really appreciate 
your consideration. 


Best, Francis 


From: Howard Bauchner < b6 

Sent: Wednesday, February 24, 2021 6:19 AM 

To: Collins, Francis (NIH/OD) [E] < b6 Phil Fontanarosa < b6 
Ce: Wholley, David (FNIH) [T] < b6 Adam, Stacey (FNIH) [T] < b6 


Subject: Re: Inquiry about potential interest in two significant COVID publications 

Francis, David, Stacey 

Wanted to get back to you quickly. 

A number of us have read these - we would consider them as twin Viewpoints. 

Obviously they would be much shorter (1400 words, 1 figure or so) — and 3 authors (others could be acknowledged). 
Phil and | would make suggestions about what we think our readers would want to know. 

If this works for you let us know. 

With respect. 


HCB 


Howard Bauchner, MD 
Editor in Chief of JAMA and the JAMA Network 


Please respect the confidentiality of this email 


COLL0000018639 


Listen to my chats with authors 

From: Francis Collins b6 

Date: Tuesday, February 23, 2021 at 9:41 AM 

To: Howard Bauchner < b6 

Ce: "Wholley, David (FNIH) [T]" b6 >, "Adam, Stacey (FNIH) [T]" bé 


Subject: Inquiry about potential interest in two significant COVID publications 


[Warning External Email] 
Dear Howard, 


| write to inquire about possible interest at JAMA in the two manuscripts that are attached (still somewhat in draft 
form). They describe the unprecedented work done to accelerate therapeutics clinical trials for COVID-19. Back in May 
2020, JAMA published the initial description (https://jamanetwork.com/journals/jama/fullarticle/2766371) of the ACTIV 
(Accelerating COVID-19 Therapeutic Interventions and Vaccines) partnership when it was just getting off the ground, but 
the actions since then have been pretty phenomenal —! might even say historic. 


The first article describes the outcome of convening experts from 20 pharmaceutical companies, government science 
agencies, and academia to sift rigorously through hundreds of possible COVID-19 therapeutic agents, in order to 
prioritize those most likely to lead to clinical benefit. The second article describes how a separate subset of this expert 
partnership group prepared master protocols for multiple different clinical settings, to make such trials possible in 
record time. 


| believe these articles would be of interest to readers of JAMA, not only because of the details they provide about 
COVID-19 therapeutic trials, but also because they describe a new model that may have significant consequences for 
how we do clinical research in the future. 

| am aware that these drafts include more figures than JAMA usually allows for a Special Communication, which might 
be the most appropriate fit for the material. If necessary, those figures could be consolidated, and some could be 
shifted to supplementary material. 


Please let me know what you think. 


All the best, Francis 


COLL0000018639 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 2/26/2021 8:32:06 PM 

To: Hallett, Adrienne (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=f1705e2e7¢254b84a7 7f0S8dbf75b31b-hallettaa] 

Subject: RE: [EXTERNAL] URGENT: The BIRD meeting proceedings and recommendation on covid-19 prevention and 
treatment 


That’s right. Note that Pierre Kory was one of the few US participants in this BIRD event, whose official status 
is not clear to me. 


From: Hallett, Adrienne (NIH/OD) [E] < b6 

Sent: Friday, February 26, 2021 2:05 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Subject: Re: [EXTERNAL] URGENT: The BIRD meeting proceedings and recommendation on covid-19 prevention and 
treatment 


So, the British think Ivermectin is good, but we're still not sure? 


From: Francis Collins < b6 

Date: Friday, February 26, 2021 at 2:01 PM 

To: "Wholley, David (FNIH) [T]" < b6 Lawrence Tabak < b6 "Lane, Cliff 
(NIH/NIAID) [E]" < b6 James Anderson < b6 “Freire, Maria (FNIH) 
(Ty"< b6 "Rutter, Joni (NIH/NCATS) [E]" b6 >, “Patterson, Amy (NIH/NHLBI) 
(E]"< b6 "Parker, Ashley (NIH/OD) [E]" < b6 

Cc: Adrienne Hallett < b6 


Subject: FW: [EXTERNAL] URGENT: The BIRD meeting proceedings and recommendation on covid-19 
prevention and treatment 


FYI. 

From: Woodcock, Janet < b6 

Sent: Friday, February 26, 2021 1:12 PM 

To: Kessler, David (HHS/IOS) < b6 Collins, Francis (NIH/OD) [E] <col b6 Fauci, 
Anthony (NIH/NIAID) [E] < b6 Bugin, Kevin (FDA/CDER) < b6 Teyhen, Deydre 
(HHS/lOs) < b6 Adam, Stacey (FNIH) [T] < b6 


Subject: FW: [EXTERNAL] URGENT: The BIRD meeting proceedings and recommendation on covid-19 prevention and 
treatment 


Another good reason to get ACTIV 6 up and running. Solid evidence still lacking. jw 


From: Tess Lawrie < b6 

Sent: Friday, February 26, 2021 10:59 AM 

To: Abernethy, Amy < b6 Anderson, Erika < b6 Yiannas, Frank 
< b6 b6 Tyler, James < b6 Tierney, Julia 

< b6 Hinton, Denise < b6 Raza, Mark < b6 

Abdoo, Mark < b6 Araojo, Richardae < b6 McMeekin, Judith 

g b6 Rebello, Heidi < b6 Roth, Lauren 


COLL0000018640 


< ind Tantillo, Andrew b6 >; Vasisht, Kaveeta 


< b6 Felberbaum, Michael < b6 Mair, Michael 
<Michael.Mai b6 Mettler, Erik < b6 Miller, Elizabeth 

< b6 Rogers, Michael < b6 Cavazzoni, Patrizia 

< b6 Marks, Peter < b6 Mayne, Susan 

< v6 Pazdur, Richard < b6 b6 Slikker, 
William b6 Solomon, Steven M < b6 b6 

Stein, Peter < b6 Woodcock, Janet < b6 v6 

Ce: claire Mock-Mujioz de Luna < v6 Ketan Gajjar < b6 Andy Bryant 

< v6 Tony Tham < bé6 Scott Mitchell < b6 Tina 
Peers < b6 


Subject: [EXTERNAL] URGENT: The BIRD meeting proceedings and recommendation on covid-19 prevention and 
treatment 


CAUTION: This email originated from outside of the organization. Do not click links or open attachments unless you recognize the 
[sender and know the content is safe. 


Dear Dr. Stein and FDA Colleagues, 


We are writing to share with you the evidence to decision framework of the British lvermectin Recommendation Development 
(BIRD) Meeting that was held on Saturday 20th February 2021 via Zoom from Bath, United Kingdom. The expert panel of 
health and allied professionals and other stakeholders included representatives from 16 countries, namely Argentina, 
Australia, Belgium, Botswana, Canada, France, Hungary, India, Ireland, Japan, Peru, Nigeria, South Africa, The Philippines, 
United States, United Kingdom. The ethos of the BIRD meeting was that of scientific rigour and transparency in the spirit of 
international collaboration towards a common goal — that of saving lives. 


The recommendation was developed according The WHO Handbook of Guideline Development (2014). BIRD panel conclusions 
are that ivermectin should be approved immediately for prevention and treatment of covid-19. 


The BIRD recommendation on covid-19 prevention and treatment 


The British lvermectin Recommendation Development Panel recommends ivermectin for the prevention and treatment of 
covid-19 to reduce morbidity and mortality associated with covid-19 infection and to prevent covid-19 infection among those 
at higher risk. 


The BIRD Steering Group has taken heed of the WHO statement on ‘Developing global norms for sharing data and results 
during public health emergencies’ that states that ‘public disclosure of information of relevance to public health emergencies 
should not be delayed’, and also notes the' very great risks' that can occur from ‘withholding data and results arising from 
analyses’. We are, therefore, sharing this evidence-to decision framework within just a few days of the BIRD meeting to avoid 
delay. 


Further, due to the urgency related to the communication and dissemination of this recommendation that is aimed at saving 
thousands of lives daily, please forgive the limitations of the draft proceedings document attached. Information on the 
process and methods can be found among the annexes. An Executive Summary is being finalised and will be available on 
Monday. 


We look forward to hearing from you soon and would be happy meet with you via teleconference if you think this will be 
helpful. 


Please do not hesitate to contact us with any questions. 
Kind regards, 


Dr. Tess Lawrie, on behalf of the BIRD Steering Group and Recommendation Development Panel 


COLL0000018640 


Evidence-based Medicine Consultancy Ltd 
e-bme.co.uk 


COLL0000018640 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 2/27/2021 6:38:36 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Ls Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak|] 

Subject: RE: Follow Up on ACTIV TX-Clinical Manuscripts 


| have let Bauchner know that this format won't work. I’m glad to advocate for the next journal. 
FC 


From: Wholley, David (FNIH) [T] < b6 

Sent: Friday, February 26, 2021 6:34 AM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Freire, Maria (FNIH) [T] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 


Subject: FW: Follow Up on ACTIV TX-Clinical Manuscripts 


Francis, please see below. Thank you for your efforts with JAMA on behalf of the writing teams. 


From: Adam, Stacey (FNIH) [T] b6 

Sent: Friday, February 26, 2021 12:20 AM 

To; Wholley, David (FNIH) [T] b6 

Cc: Chen, Helen b6 ; Nasr, Hana < b6 Menetski, Joseph (FNIH) [T] 
< b6 > 


Subject: Follow Up on ACTIV TX-Clinical Manuscripts 
Hi David, 


The ACTIV TX-Clinical manuscript teams have reviewed the parameters provided by JAMA for the publication of the two 
papers. After some discussion, the group determined that while they are honored by JAMA’s offer and Francis’ 
willingness to advocate for them, they will need to decline the offer of publication in the JAMA journal. 


The team decided this based on the fact that they feel the true scope and detail of this important effort cannot be 
captured in this shorter format as accurately. In addition, there was no way for the group to select just 3 authors per 
manuscript as all 6-7 authors contributed equally to the ideation and writing of the manuscript. 


Please tell Francis thank you for his assistance in this effort. Also the team would like to kindly ask Francis if he would be 
willing to advocate for us to the next journal we select for publication if appropriate. We are currently narrowing the list 
of candidates and can share when we have our top two for consideration. 


Thank you for your help. 


Best, 
Stacey 


racey d. Adam, PhD 
, Cancer 
‘ch Partnerships 
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Foundation for the National Institutes of Health 


b6 Mobile: b6 


7 


11400 Rockyille Pike, Suite 600, North Bethesda, MD 20852 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 2/27/2021 6:58:46 PM 

To: Eiss, Robert (NIH/FIC) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=707887ee7ba548e1a0aeS5f683ce2017-eissr]; Wolinetz, Carrie (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd] 

Subject: RE: [EXTERNAL] COVID-19 : EU PPPs 


Yes, I'd be willing to engage ina call. But | would want you, David W, and Joe M to join. And someone from 
NIAID —Hugh? Gray? 


FC 

From: Eiss, Robert (NIH/FIC) [E] < b6 

Sent: Friday, February 26, 2021 2:05 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Wolinetz, Carrie (NIH/OD) [E] < b6 


Subject: RE: [EXTERNAL] COVID-19 : EU PPPs 
Hi Francis, 


| reached out the the EU to invite a dialogue on the newly announced HERA Incubator and received the reply 
immediately below Irene Norstedt as you know is also the EU rep to HIROs 


Recognizing demands on your schedule, is this a call that you and/or Carrie would want to have us 
arrange? Alternatively, | can reach out to Hugh Auchincloss and David Wholley 


| can work with NIAID to assemble background and TPs 


From: KAVANAGH Mary (EEAS-WASHINGTON) < b6 

Sent: Friday, February 26, 2021 12:56 PM 

To: Eiss, Robert (NIH/FIC) [E] < b6 

Ce: Scharf, Sarah (NIH/FIC) [E] < b6 PEETERS Karin (EEAS-WASHINGTON) 
< b6 GARCIA-PASCUAL Julia (EEAS-WASHINGTON) b6 


Subject: RE: COVID-19 variants plan 


Dear Robert, 

Thanks again for your message and interest in the HERA initiative. It is in the very early stages of development right 
now. We would like to propose an informal bilateral discussion between Director Irene Norstedt (responsible for Health 
Research at the European Commission) and Dr Collins, where she could update on the status of HERA. She is also very 
interested to learn about the NIH relationship with BARDA and how it works. 

It would also be the opportunity to discuss a couple of other very important areas: 

- data sharing and the COVID-19 data platform 

- the importance of cohorts and potential exchange of information. 

Can you please let me know when such a call might be possible for Dr Collins? 

Kind regards, 


COLL0000018648 


From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Thursday, February 18, 2021 11:35 AM 


To: Wolinetz, Carrie (NIH/OD) [E] < b6 Eiss, Robert (NIH/FIC) [E] < 


Subject: FW: [EXTERNAL] COVID-19 : EU PPPs 


More complexity about Europe and GISAID. 


From: Menetski, Joseph (FNIH) [T] < b6 

Sent: Thursday, February 18, 2021 9:35 AM 

To: Collins, Francis (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < 
Ce: Freire, Maria (FNIH) [T] < b6 Menetski, Joseph (FNIH) [T] < 


Subject: RE: [EXTERNAL] COVID-19 : EU PPPs 


Dear Francis and David, 


(&) (5) 
Best, 
Joe 
From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Thursday, February 18, 2021 7:55 AM 
To: Wholley, David (FNIH) [T] < bé Menetski, Joseph (FNIH) [T] < 


Subject: FW: [EXTERNAL] COVID-19 : EU PPPs 


FYI, (b) (5) 

From: b6 b6 
Sent: Thursday, February 18, 2021 7:25 AM 
To: Collins, Francis (NIH/OD) [E] < b6 


Subject: Fwd: [EXTERNAL] COVID-19 : EU PPPs 
Maybe we can interlink this w ACTIV seq 
Sent from my iPhone 


Begin forwarded message: 


b6 


b6 
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From: Prof Trevor M Jones CBE FMedSci < b6 
Date: February 18, 2021 at 07:17:17 EST 


To: b6 Andrew Plump < b6 "Dolsten, Mikael" 

a b6 paul stoffel < v6 

Ce: "Sogaard, Morten" < b6 Geoff Frew < b6 Jill 
Payne < b6 


Subject: [EXTERNAL] COVID-19 : EU PPPs 


For information.see below 


Is any of this compatible with your Pandemic Preparedness initiative ? 


If so can we establish an early dialogue with HERA 


Mikael ..please note the final line re Vaccelarate 


Trevor 


On 17 February, the European Commission published a Communication titled ‘HERA Incubator: 
Anticipating together the threat of COVID-19 variants’ which outlines the characteristics of a 
new bio-defence preparedness plan. The new programme has the objective of preventing, 
mitigating and responding to the new COVID-19 variants also by boosting public-private- 
partnerships to revamp vaccine production, The funding for this initiative would come from 
different resources: Horizon 2020, the new Horizon Europe, from the European Investment Bank 
through Horizon 2020’s InnovFin Infectious Diseases Finance Facility (IDFF) and InvestEU. 
Please find the document attached and at this link. 
The programme will serve as the vanguard for the upcoming European Health Emergency 
Preparedness and Response Authority (HERA), and it is considered as a step further to ensure that 
action is taken with immediate effect on different fronts: 

« Rapid detection of variants; 

¢ Swift adaptation of vaccines; 

¢ Setting up a European Clinical Trials Network: 

» Fast-tracking regulatory approval of updated vaccines and new or repurposed 

manufacturing infrastructures: and 
+ Enable upscaling of production of existing, adapted or novel COVID-19 vaccines. 
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The Communication outlines that genome sequencing needs to be enhanced and to achieve this 
objective, the European Centre for Disease Prevention and Control (ECDC) and the World Health 
Organization will play a vocal role to work towards standardized genomic sequencing across the 
EU and beyond. 

In parallel with this Communication, a new EU-wide and EU-funded vaccine trial network called 
‘Vaccelerate’ is being launched in 16 EU Member States and five associated countries including 
Switzerland and Isracl to exchange data and progressively include children and young adults as 
participants in clinical trials. 


Prof Trevor M Jones CBE FMedSci 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 2/28/2021 9:25:44 PM 

To: Embry, Alan (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=882a18a10a134c49acac2icb83fd599d-embrya] 

Subject: FW: Important: follow up conversation with David Kessler 


Sorry, meant to cc you on this... 


From: Collins, Francis (NIH/OD) [E] 
Sent: Sunday, February 28, 2021 4:25 PM 


To: Fauci, Anthony (NIH/NIAID) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 
Wholley, David (FNIH) [T] < b6 Freire, Maria (FNIH) [T] < b6 Adam, Stacey (FNIH) [T] 
< b6 Anderson, James (NIH/OD) [E] < b6 Lane, Cliff (NIH/NIAID) [E] 

< v6 Patterson, Amy (NIH/NHLBI) [E] < b6é Rutter, Joni (NIH/NCATS) [E] 

< v6 Parker, Ashley (NIH/OD) [E] < b6 Shapiro, Neil (NIH/OD) [E] 

¢ b6 


Subject: Important: follow up conversation with David Kessler 


Hiall, 

| spoke with David Kessler late yesterday. (b) (5) 
(b) (5) 

He has spoken to Janet, and it sounds as if (b) (5) 
(b) (5) 


He’s bringing on Dina Halme from UVa to help with sorting out the current situation. See 
https://facultydirectory.virginia.edu/faculty/dgh8a When she arrives, she will want to get fully up to speed on 
the ACTIV and ACTIV-associated trials. 


&) (5) 


(b) (5) So let’s do that! 


This sounds a lot better than last week! 


COLL0000018649 


Francis 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 2/28/2021 9:12:21 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4] 

Subject: FW: Inquiry about potential interest in two significant COVID publications 


From: Howard Bauchner < b6 

Sent: Saturday, February 27, 2021 3:55 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Phil Fontanarosa < b6 

Subject: Re: Inquiry about potential interest in two significant COVID publications 
Francis 

Thanks for the follow-up — offer remains open if it doesn’t work out elsewhere. 
HCB 

Howard Bauchner, MD 


Editor in Chief of JAMA and the JAMA Network 


Please respect the confidentiality of this email 


From: Francis Collins < b6 

Date: Saturday, February 27, 2021 at 12:36 PM 

To: Howard Bauchner b6 Phil Fontanarosa 

< b6 

Ce: "Wholley, David (FNIH) [T]" b6 >, "Adam, Stacey (FNIH) [T]"< b6 


Subject: RE: Inquiry about potential interest in two significant COVID publications 


[Warning External Email] 
Hi Howard, 


We are grateful for your response. But, with regret, the team has concluded that the true scope and detail of 
this important effort simply cannot be captured in this shorter format. In addition, there is no way for the 
group to select just 3 authors per manuscript, as all 6-7 authors have contributed equally to the ideation and 
writing of the manuscript. 


So unless there is some other format possible at JAMA, we will need to look elsewhere. We really appreciate 
your consideration. 
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Best, Francis 


From: Howard Bauchner < b6 

Sent: Wednesday, February 24, 2021 6:19 AM 

To: Collins, Francis (NIH/OD) [E] < b6 Phil Fontanarosa b6 > 
Cc: Wholley, David (FNIH) [T] b6 >; Adam, Stacey (FNIH) [T] b6 


Subject: Re: Inquiry about potential interest in two significant COVID publications 

Francis, David, Stacey 

Wanted to get back to you quickly. 

A number of us have read these — we would consider them as twin Viewpoints. 

Obviously they would be much shorter (1400 words, 1 figure or so) — and 3 authors (others could be acknowledged). 
Phil and | would make suggestions about what we think our readers would want to know. 

If this works for you let us know. 

With respect. 


HCB 


Howard Bauchner, MD 
Editor in Chief of JAMA and the JAMA Network 


Please respect the confidentiality of this email 


Listen to my 


From: Francis Collins b6 

Date: Tuesday, February 23, 2021 at 9:41 AM 

To: Howard Bauchner b6 

Ce: “Wholley, David (FNIH) [T]" b6 “Adam, Stacey (FNIH) [T]"< b6 


Subject: Inquiry about potential interest in two significant COVID publications 


[Warning External Email] 
Dear Howard, 


| write to inquire about possible interest at JAMA in the two manuscripts that are attached (still somewhat in draft 
form). They describe the unprecedented work done to accelerate therapeutics clinical trials for COVID-19. Back in May 
2020, JAMA published the initial description (https://jamanetwork.com/journais/jama/fullarticie/2765371) of the ACTIV 
(Accelerating COVID-19 Therapeutic Interventions and Vaccines) partnership when it was just getting off the ground, but 
the actions since then have been pretty phenomenal —! might even say historic. 


The first article describes the outcome of convening experts from 20 pharmaceutical companies, government science 
agencies, and academia to sift rigorously through hundreds of possible COVID-19 therapeutic agents, in order to 
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prioritize those most likely to lead to clinical benefit. The second article describes how a separate subset of this expert 
partnership group prepared master protocols for multiple different clinical settings, to make such trials possible in 
record time. 


| believe these articles would be of interest to readers of JAMA, not only because of the details they provide about 
COVID-19 therapeutic trials, but also because they describe a new model that may have significant consequences for 
how we do clinical research in the future. 

| am aware that these drafts include more figures than JAMA usually allows for a Special Communication, which might 
be the most appropriate fit for the material. If necessary, those figures could be consolidated, and some could be 
shifted to supplementary material. 


Please let me know what you think. 


All the best, Francis 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 3/3/2021 11:08:55 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4] 

Subject: FW: Annals of Internal Medicine? 


I’m happy to reach out to Christine Laine. Can | get current drafts of the two manuscripts? 


Francis 

From: Lauer, Michael (NIH/OD) [E] < bé 
Sent: Wednesday, March 3, 2021 5:38 AM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Lauer, Michael (NIH/OD) [E] < b6 


Subject: Re: Annals of Internal Medicine? 
Hi Francis — yes, | know Christine Laine (Editor-in-Chief) very well, though it’s been years since we were last in 
touch. | was on their Editorial Board at one time. | think she’ll be interested, as Annals tends to like work on 


research policies and processes. 


I'm happy to help — e.g. send her a heads up that you’ll be contacting her and that this may be a great 
opportunity for Annals to publish important work. Or you can feel free to drop my name. 


Debbie Cotton is a highly respected HIV/AIDS researcher. I’ve also interacted with Sankey Williams, who is a 
health services researcher at Wharton. But | think it best to reach out directly to Christine, 


Hope this helps, Mike 


From: "Collins, Francis (NIH/OD) [E]" b6 
Date: Tuesday, March 2, 2021 at 9:49 PM 
To: "Lauer, Michael (NIH/OD) [E]" b6 


Subject: Annals of Internal Medicine? 
Hi Mike, 


The ACTIV team has prepared two rather significant manuscripts describing how COVID-19 therapeutic agents 
were prioritized, and how master protocols were prepared. We offered them to JAMA, and Howard Bauchner 
said yes, but insisted on 1400 words and no more than 3 authors, which just didn’t work. So we're considering 
other journals. The group thinks Annals of Internal Medicine would be a good fit. I’ve been charged with 
making an outreach, but | haven’t worked with this journal before. | find their articles generally quite good, and 
| think | have heard you speak positively about them. Do you know any of the editors? 


Tx, Francis 


Editor in Chief 
Christine Laine, MD, MPH 
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Deputy Editors 
Stephanie Chang, MD, MPH, Vineet Chopra, MD, MSc, Deborah Cotton, MD, MPH, Christina C. Wee, MD, MPH, 
Sankey V. Williams, MD, Yu-Xiao Yang, MD, MSCE 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 3/3/2021 2:51:30 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane] 

Subject: Pfizer IV protease 


See response from 6 . Let’s be creative here — can we do this? 


FC 

From: b6 

Sent: Wednesday, March 3, 2021 9:16 AM 
To: Collins, Francis (NIH/OD) [E] < b6 


Subject: Re: [EXTERNAL] a few follow ups 


Francis 

We have completed SAD but have just a few patients w MAD due to enrollment is slow , however as it’s IV- PK is 
predictable - it could likely start P2/3 ASAP and just have a 10-15 patient lead in phase w quick review followed by 
expansion - are you open to that, inwilk check w our team and we may be able ready to go ASAP 


We often do that in other areas 
b6 


Sent from my iPhone 


On Mar 3, 2021, at 09:11, Collins, Francis (NIH/OD) [E] b6 > wrote: 


Hi b6 , 


| was just on a “war room” call with the ACTIV team and was confused with what | heard about 
the plans for the IV and oral protease. | was under the impression that the lV agent PF- 
07304814 would be ready to go almost immediately into ACTIV-3 — but the team seemed to 
indicate that the phase 1 trial wasn’t completed yet. | was surprised, and thought there might 
have been confusion with the oral agent, which | know is doing through SAD and MAD right 
now. Can you clarify? We are ready to put the IV agent into an arm of ACTIV-3 right away, and 
would love to get started with that. 


Let me know, and thanks. 


Francis 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 3/3/2021 2:53:43 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4] 

Subject: FW: Possible twin manuscript submission? 


Not quite sure why Christine responded to her friend Mike instead of me, but the answer is what we 
wanted. So go for it! 


Francis 

From: Christine Laine < b6 

Sent: Wednesday, March 3, 2021 9:51 AM 

To: Lauer, Michael (NIH/OD) [E] < b6 
Cc: Collins, Francis (NIH/OD) [E] < b6 


Subject: Re: Possible twin manuscript submission? 


Dear Mike, 

Wonderful to hear from you. | hope you are staying well as these challenging times continue. My colleagues 
and | would very much welcome the opportunity to consider these manuscripts for publication in Annals. 
Medicine and Public Issues seems like the best fit. If you do choose to submit this work to Annals, we will do 
our best to expedite review. 

regards, 

Christine 


Christine Laine, MD, MPH 

Editor in Chief, Annals of Internal Medicine 

Senior VP, American College of Physicians 

Professor of Medicine, Sidney Kimmel Medical College, Thomas Jefferson University 


Lauer, Michael (NIH/OD) [E] < b6 


Froi 


Sent: Wednesday, March 3, 2021 8:09 AM 

To: Christine Laine < b6 

Cc: Lauer, Michael (NIH/OD) [E] < b6 
Subject: Re: Possible twin manuscript submission? 


t cautious when opening links achmen' 
Hi Christine — hope all is well by you. Would be wonderful if you consider these manuscripts — a great 
opportunity for Annals. 


Many thanks and all best, Mike 
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From: "Collins, Francis (NIH/OD) [E]" < 6 
Date: Wednesday, March 3, 2021 at 7:57 AM 


To: Christine Laine < b6 
Cc: “Lauer, Michael (NIH/OD) [E]" < b6 “Wholley, David (FNIH) [T}]" 
< b6 “Adam, Stacey (FNIH) [T]" < b6 


Subject: Possible twin manuscript submission? 
Dear Dr. Laine, 


With encouragement from Mike Lauer, | write to inquire about possible interest at the Annals of 
Internal Medicine in the two manuscripts that are attached (still somewhat in draft form). They 
describe the unprecedented work done through the ACTIV partnership (https://www.nih.gov/research- 
training/medical-research-initiatives/activ) to accelerate therapeutics clinical trials for COVID-19, 


The first article describes the outcome of convening experts from 20 pharmaceutical companies, 
government science agencies, and academia to sift rigorously through hundreds of possible COVID-19 
therapeutic agents, in order to prioritize those most likely to lead to clinical benefit. The second article 
describes how a separate subset of this expert partnership group prepared master protocols for 
multiple different clinical settings, to make such trials possible in record time. 


| believe these articles would be of considerable interest to readers of the Annals, not only because of 
the details they provide about COV/D-19 therapeutic trials, but also because they describe a new 
model that may have significant consequences for how we do clinical research in the future. 

We believe that these manuscripts might be a good fit for either the “Position Papers” section or the 
“Medicine and Public Issues” section of the journal. If necessary, some of the material could be shifted 
to supplementary material. 

Please let me know what you think. 

With best regards, 

Francis S. Collins, M.D., Ph.D. 


Director, NIH 
Co-Chair, ACTIV Executive Committee 


COLLO0000018666 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 1/15/2021 7:53:50 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4] 

Subject: FW: Pfizer ACTIV submission 


Interesting! 


From: b6 

Sent: Friday, January 15, 2021 1:10 PM 

To: Collins, Francis (NIH/OD) [E] < b6 
Subject: Fwd: Pfizer ACTIV submission 


Hope you will find this compelling 
It’s the first in class highly potent Sarcov2 protease inhibitors . We have human phase 1 data concluded . 


Would be nice to see if we can work w NIH-ACTIV on this one 
b6 
Sent from my iPhone 
Begin forwarded message: 
From: b6 
Date: January 15, 2021 at 12:52:06 EST 


To: "Adam, Stacey (FNIH) [T]" b6 
Ce: b6 b6 


Subject: Pfizer ACTIV submission 


Dear Stacey 

| hope all is well. I’d like to give you the heads up that we are submitting PF-07304814, our IV protease 
inhibitor to the ACTIV portal today. We also have the IB that can be provided if required under the CDA 
that was signed this week. 

Scott White is the clinical lead for this program and will be the submitter. We are hopeful that there will 
be an interest to collaborate on this first in class treatment option for COVID-19. Please let us know if 
you have any questions. 

All the best 

liesa 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 3/3/2021 3:25:54 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4] 

Subject: FW: Possible twin manuscript submission? 


And now here is the direct response. They sound flexible! 


Francis 


From: Christine Laine < b6 

Sent: Wednesday, March 3, 2021 10:15 AM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Lauer, Michael (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < v6 Adam, 
Stacey (FNIH) [T] < b6 

Subject: Re: Possible twin manuscript submission? 


Dear Dr. Collins, 


Thank you for thinking of Annals of Internal Medicine as a venue for this very interesting work. My colleagues 
and | would welcome the opportunity to formally review these manuscripts. Medicine and Public Issues would 
likely be the best fit, but don't worry about strictly meeting the format requirements prior to submission. 
When you are ready to submit the manuscripts, please do so by going to the "Authors/Submit" link at the top 
of the annals.org home page. We will do our best to expedite review. 


Sincere regards, 
Christine 


Christine Laine, MD, MPH 

Editor in Chief, Annals of Internal Medicine 

Senior VP, American College of Physicians 

Professor of Medicine, Sidney Kimmel Medical College, Thomas Jefferson University 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Wednesday, March 3, 2021 7:57 AM 

To: Christine Laine < b6 

Ce: Lauer, Michael (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 Adam, 
Stacey (FNIH) [T] < b6 


Subject: Possible twin manuscript submission? 


Dear Dr. Laine, 
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With encouragement from Mike Lauer, | write to inquire about possible interest at the Annals of Internal 
Medicine in the two manuscripts that are attached (still somewhat in draft form). They describe the 
unprecedented work done through the ACTIV partnership (https://www.nih.gov/research-training/medical- 
research-initiatives/activ) to accelerate therapeutics clinical trials for COVID-19. 


The first article describes the outcome of convening experts from 20 pharmaceutical companies, government 
science agencies, and academia to sift rigorously through hundreds of possible COVID-19 therapeutic agents, 
in order to prioritize those most likely to lead to clinical benefit. The second article describes how a separate 
subset of this expert partnership group prepared master protocols for multiple different clinical settings, to 
make such trials possible in record time. 


| believe these articles would be of considerable interest to readers of the Annals, not only because of the 
details they provide about COVID-19 therapeutic trials, but also because they describe a new model that may 
have significant consequences for how we do clinical research in the future. 

We believe that these manuscripts might be a good fit for either the “Position Papers” section or the 
“Medicine and Public Issues” section of the journal. If necessary, some of the material could be shifted to 
supplementary material. 

Please let me know what you think. 

With best regards, 

Francis S. Collins, M.D., Ph.D. 


Director, NIH 
Co-Chair, ACTIV Executive Committee 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 3/3/2021 12:57:13 PM 
To: b6 
ee Lauer, Michae! (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=90fe9cae30c64cfbb6 7abd568e882796-lauerm]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4] 

Subject: Possible twin manuscript submission? 

Attachments: ACTIV_Master Protocol Manuscript DRAFT_20210223-clean+figs2.docx; ACTIV Agent Prioritization Manuscript 
DRAFT 20210223-clean+fig.docx 


Flag: Follow up 


Dear Dr. Laine, 


With encouragement from Mike Lauer, | write to inquire about possible interest at the Annals of Internal 
Medicine in the two manuscripts that are attached (still somewhat in draft form). They describe the 
unprecedented work done through the ACTIV partnership (https://www.nih.gov/research-training/medical- 


The first article describes the outcome of convening experts from 20 pharmaceutical companies, government 
science agencies, and academia to sift rigorously through hundreds of possible COVID-19 therapeutic agents, 
in order to prioritize those most likely to lead to clinical benefit. The second article describes how a separate 
subset of this expert partnership group prepared master protocols for multiple different clinical settings, to 
make such trials possible in record time. 


| believe these articles would be of considerable interest to readers of the Annals, not only because of the 
details they provide about COVID-19 therapeutic trials, but also because they describe a new model that may 
have significant consequences for how we do clinical research in the future. 

We believe that these manuscripts might be a good fit for either the “Position Papers” section or the 
“Medicine and Public Issues” section of the journal. If necessary, some of the material could be shifted to 
supplementary material. 

Please let me know what you think. 

With best regards, 

Francis S. Collins, M.D., Ph.D. 


Director, NIH 
Co-Chair, ACTIV Executive Committee 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 2/23/2021 3:39:35 PM. 
To: Howard Bauchner [ b6 
cc: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd87510679648859e 1cf101c0943414-adamsj4] 

Subject: Inquiry about potential interest in two significant COVID publications 

Attachments: ACTIV Agent Prioritization Manuscript DRAFT 20210219 for review clean.docx; ACTIV_Master Protocol Manuscript 
DRAFT_20210219 for review clean.docx 


Flag: Follow up 
Dear Howard, 


| write to inquire about possible interest at JAMA in the two manuscripts that are attached (still somewhat in draft 
form). They describe the unprecedented work done to accelerate therapeutics clinical trials for COVID-19. Back in May 
2020, JAMA published the initial description (https://ja' york.co is/jama/fullarticle/2766371) of the ACTIV 
(Accelerating COVID-19 Therapeutic Interventions and Vaccines) partnership when it was just getting off the ground, but 
the actions since then have been pretty phenomenal —! might even say historic. 


The first article describes the outcome of convening experts from 20 pharmaceutical companies, government science 
agencies, and academia to sift rigorously through hundreds of possible COVID-19 therapeutic agents, in order to 
prioritize those most likely to lead to clinical benefit. The second article describes how a separate subset of this expert 
partnership group prepared master protocols for multiple different clinical settings, to make such trials possible in 
record time. 


| believe these articles would be of interest to readers of JAMA, not only because of the details they provide about 
COVID-19 therapeutic trials, but also because they describe a new model that may have significant consequences for 
how we do clinical research in the future. 

lam aware that these drafts include more figures than JAMA usually allows for a Special Communication, which might 
be the most appropriate fit for the material. If necessary, those figures could be consolidated, and some could be 
shifted to supplementary material. 


Please let me know what you think. 


All the best, Francis 


COLL0000018688 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 3/5/2021 3:03:54 PM 


To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 


Subject: FW: COVID-19 Antivirals ..Database 


Interested? Or shall we let this one go? 
FC 


From: Prof Trevor M Jones CBE FMedSci < 
Sent: Friday, March 5, 2021 7:47 AM 

To: Collins, Francis (NIH/OD) [E] < b6 
Subject: RE: COVID-19 Antivirals ..Database 


(&) 6) 


(b) (S) 


Who do you suggest ? 


Best regards 


Trevor 


------ Original Message ------ 

From: "Collins, Francis (NIH/OD) [E]" < b6 
To: "Prof Trevor M Jones CBE FMedSci" < 

Cc: "mikael Dolsten" < b6 

b6 < b6 


bé6 "Jill Payne" < b6 


< b6 “Adam, Stacey (FNIH) [T]" < 
Sent: Wednesday, 10 Feb, 21 At 14:34 
Subject: RE: COVID-19 Antivirals ..Database 


b6 


b6 


“Andrew Plump" < b6 


"Geoff Frew" < b6 


b6 


Happy to do this jointly with the Industry Consortium. 


"Wholley, David (FNIH) [T]" 
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Francis 


From: Prof Trevor M Jones CBE FMedsSci < b6 
Sent: Wednesday, February 10, 2021 6:48 AM 
To: Collins, Francis (NIH/OD) [E] <coll b6 
Ccb Andrew Plump < b6 
v6 Geoff Frew < b6 Morten Sogaard 
< b6 Jill Payne < b6 


Subject: RE: COVID-19 Antivirals ..Database 
I can certainly put you/your colleagues in touch 
Do you want to do this independently of the Industry Consortium ..or jointly? 


Trevor 


Original Message 


From: "Collins, Francis (NIH/OD) [E]" < b6 

To: "Prof Trevor M Jones CBE FMedSci" <t b6 b6 

< b6 "Andrew Plump" < b6 ; b6 

< b6 

Ce: "Geoff Frew" < b6 b6 b6 "Jill Payne" 
< b6 “Wholley, David (FNIH) [T]" < b6 “Adam, Stacey (FNIH) [T]" 

g b6 “Menetski, Joseph (FNIH) [T]" < b6 


Sent: Wednesday, 10 Feb, 21 At 11:44 
Subject: RE: COVID-19 Antivirals ..Database 


Hi Trevor et al. 


The ACTIV team (David, Stacey, and Joe) (b) (5) 
(&) 6) 


Best, Francis 


From: Prof Trevor M Jones CBE FMedSci < b6 

Sent: Sunday, February 7, 2021 8:30 AM 

To: Collins, Francis (NIH/OD) [E] < b6 b6 < b6 Andrew Plump 
< b6 ‘b6 

Cc: Geoff Frew < b6 b6 b6 Jill Payne 

< b6 

Subject: COVID-19 Antivirals ..Database 


As per recent correspondence,! am continuing to search for an authoritative, single repository of candidate drugs 
(repurposed and entirely new) 
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The nearest I have found .....until recently .....was the Biocentury list. 
see 


https://www.biocentury.com/coronavirus 


The UK Government Department of Health (and (Sir) Patrick Vallance ..UK Government Chief Scientist and ex 
Chair Hever Group) have put me in touch with airfinity. 


The UK Government have been sponsoring this organisation to provide such data (not just on anti-virals but 
other COVID-19 related products). 


In addition to searching many sources (including social media) and listing the candidates, they obtain comments 
from KOLs ete to add some background and information. 


airfinity have given me their permission to share the attached presentation with you. 

IF this is of interest then I suggest that the next step would be for, say Andy and/or Tom .....in the context of 
both the COVID=19 consortium AND the emerging new Pandemic Preparedness collaboration ... to have 
further exploratory discussions with airfinity 

(with Francis and Mikael ..or their nominees if they so wish at this stage) 

Views ? 

Best regards from a snowy London 

Trevor 


Prof Trevor M Jones CBE FMedSci 


Prof Trevor M Jones CBE FMedSci 


Prof Trevor M Jones CBE FMedSci 


COLL0000018696 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 
Sent: 1/16/2021 2:44:23 PM 


To: b6 v6 
Subject: RE: Pfizer ACTIV submission 
Hey Mikael, 


This sounds really interesting! | assume Phase 1 data looks good for any safety signal. Is the preclinical data 
available somewhere? |’d bet you are also working on an oral or SQ alternative? 


Best, Francis 


From: b6 b6 
Sent: Friday, January 15, 2021 1:10 PM 
To: Collins, Francis (NIH/OD) [E] < b6 


Subject: Fwd: Pfizer ACTIV submission 


Hope you will find this compelling 
It’s the first in class highly potent Sarcov2 protease inhibitors . We have human phase 1 data concluded . 


Would be nice to see if we can work w NIH-ACTIV on this one 
b6 
Sent from my iPhone 


Begin forwarded message: 


From: b6 
Date: January 15, 2021 at 12:52:06 EST 
To: "Adam, Stacey (FNIH) [T]" b6 
(Cy b6 


b6 
Subject: Pfizer ACTIV submission 


Dear Stacey 

| hope all is well. I’d like to give you the heads up that we are submitting PF-07304814, our IV protease 
inhibitor to the ACTIV portal today. We also have the IB that can be provided if required under the CDA 
that was signed this week. 

Scott White is the clinical lead for this program and will be the submitter. We are hopeful that there will 
be an interest to collaborate on this first in class treatment option for COVID-19. Please let us know if 
you have any questions. 

All the best 

liesa 


COLLO0000018697 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 3/6/2021 2:41:20 PM 

To: Prof Trevor M Jones CBE FMedSci [ b6 

Subject: RE: COVID-19 Antivirals ..Database 


Hi Trevor, 


6) 6) 


Thanks for checking. 


Francis 


From: Prof Trevor M Jones CBE FMedSci < b6 
Sent: Friday, March 5, 2021 7:47 AM 

To: Collins, Francis (NIH/OD) [E] < b6 

Subject: RE: COVID-19 Antivirals ..Database 


(b) 6) 


(b) (5) 


Who do you suggest ? 


Best regards 


Trevor 


------ Original Message ------ 

From: "Collins, Francis (NIH/OD) [E]" < b6 

To: "Prof Trevor M Jones CBE FMedSci" < b6 

Ce: b6 b6 "Andrew Plump" < b6 

4 b6 < b6 "Geoff Frew" < b6 


b6 b6 "Jill Payne" b6 “Wholley, David (FNIH) [T]" 


b6 “Adam, Stacey (FNIH) [T]" < b6 
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Sent: Wednesday, 10 Feb, 21 At 14:34 
Subject: RE: COVID-19 Antivirals .. Database 


Happy to do this jointly with the Industry Consortium. 


Francis 

From: Prof Trevor M Jones CBE FMedSci < b6é 

Sent: Wednesday, February 10, 2021 6:48 AM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce; b6é b6 Andrew Plump < 
b6 Geoff Frew < b6 

< b6 Jill Payne < b6é 


Subject: RE: COVID-19 Antivirals .. Database 


I can certainly put you/your colleagues in touch 


Do you want to do this independently of the Industry Consortium ..or jointly? 


Trevor 


ed Original Message ------ 


From: "Collins, Francis (NIH/OD) [E]" < b6 

To: "Prof Trevor M Jones CBE FMedSci" < b6 

< b6 "Andrew Plump" < b6 
< b6 

Cc: "Geoff Frew" < b6 b6 

< b6 “Wholley, David (FNIH) [T]" < 

< b6 "Menetski, Joseph (FNIH) [T]" < b6 


Sent: Wednesday, 10 Feb, 21 At 11:44 
Subject: RE: COVID-19 Antivirals ..Database 


Hi Trevor et al. 


The ACTIV team (David, Stacey, and Joe) 


(b) S) 
Best, Francis 
From: Prof Trevor M Jones CBE FMedSci < b6 
Sent: Sunday, February 7, 2021 8:30 AM 
To: Collins, Francis (NIH/OD) [E] <coll b6 b6 
< b6 b6 
Cc: Geoff Frew < b6 b6 


b6 


a b6 


b6 “Jill Payne" 
"Adam, Stacey (FNIH) [T]" 


() 6) 


b6 Andrew Plump 


b6 Jill Payne 
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< b6 
Subject: COVID-19 Antivirals .. Database 


As per recent correspondence,| am continuing to search for an authoritative, single repository of candidate drugs 
(repurposed and entirely new) 


The nearest I have found .....until recently .....was the Biocentury list. 
see 


https://www.biocentury.com/coronavirus 


The UK Government Department of Health (and (Sir) Patrick Vallance ..UK Government Chief Scientist and ex 
Chair Hever Group) have put me in touch with airfinity. 


The UK Government have been sponsoring this organisation to provide such data (not just on anti-virals but 
other COVID-19 related products). 


In addition to searching many sources (including social media) and listing the candidates, they obtain comments 
from KOLs ete to add some background and information. 


airfinity have given me their permission to share the attached presentation with you. 

IF this is of interest then ] suggest that the next step would be for, say Andy and/or Tom .....in the context of 
both the COVID=19 consortium AND the emerging new Pandemic Preparedness collaboration ... to have 
further exploratory discussions with airfinity 

(with Francis and Mikael ..or their nominees if they so wish at this stage) 

Views ? 

Best regards from a snowy London 

Trevor 


Prof Trevor M Jones CBE FMedSci 


Prof Trevor M Jones CBE FMedSci 


Prof Trevor M Jones CBE FMedSci 


COLL0000018698 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 1/16/2021 2:53:04 PM 
To: Jeremy Farrar [ b6 
cc: Vallance, Patrick (GO-Science) [ b6 Nick Cammack [N. b6 
Patrick Chinnery [ b6 Paul Schreier [ b6 Wholley, David (FNIH) [T] 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsi4]; Wood, Gretchen (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8bSd1e0e1a8f76c1f-woodgs) 

Subject: RE: Clinical Trials 


Hey there Jeremy, 

This is an excellent idea, and this would be good timing. I’m looping in David Wholley and Stacey Adam of the 
ACTIV partnership team, and Gretchen Wood for my scheduling purposes. Let’s get together soon. We can 
prepare a quick summary in advance of our current ACTIV trials. 

Thanks for your kind tweet about my staying on in the Biden administration. 

All the best, Francis 


From: Jeremy Farrar < b6 

Sent: Friday, January 15, 2021 6:13 AM 

To: Collins, Francis (NIH/OD) [E] < b6 Patrick Chinnery < b6 

Ce: Vallance, Patrick (GO-Science) < b6 Nick Cammack < b6 Paul 
Schreier < b6 


Subject: Clinical Trials 


Francis 
Happy New Year. 


Talking with the National Core Studies Group in the UK this morning, which Patrick V chairs - wondered whether it 
would be a good time to have another call with you and your team and share updated information on the pipeline of 
drugs that are in Phase Il, Ill and other trials, as we did last year, but have not done for a while. 


Copying in Nick and Paul from the international Therapeutics Accelerator to give a sight into the international clinical 
trials agenda — if they can join. 


Best wishes Jeremyt 


Wellcome supports science to solve the urgent health challenges facing everyone. We support discovery research into life, health and wellbeing, and 
we're taking on three worldwide health challenges: mental health, global heating and infectious diseases. 


Please note that Welicome has changed its domain name from Wellcome.ac.uk to Welicome.org. Emails sent to Wellcome “@welicome.ac.uk” email 
addresses will still be received. You may continue to receive some emails from “@wellcome.ac.uk” while we work to update our systems, so it's 
important that they are not ignored or rejected. Should you have any further queries, please email ProiectORG@wellcome,or. 


The Wellcome Trust is a charity registered in England and Wales, no. 210183. Its sole trustee is The Wellcome Trust Limited, a company registered in 
England and Wales, no. 2711000 (whose registered office is at 215 Euston Road, London NW1 2BE, UK) 


COLL0000018700 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 3/5/2021 3:30:52 PM 

To: Wood, Gretchen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8bSd1e0e1a8f76c1f-woodgs] 

ce: Eiss, Robert (NIH/FIC) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=707887ee7ba548e1a0aeSSf683ce2017-eissr] 

Subject: RE: [EXTERNAL] COVID-19 : EU PPPs 


OK, though | don’t understand why | couldn’t have Rob join with me. 


FC 


From: Wood, Gretchen (NIH/OD) [E] < b6 
Sent: Friday, March 5, 2021 10:28 AM 

To: Collins, Francis (NIH/OD) [E] < b6 
Subject: FW: [EXTERNAL] COVID-19 : EU PPPs 


Good morning, Francis, 


Please see note below from Rob about this call. Okay to schedule for the March 17" time slot with just you and Dr. 
Norstedt? 


Thank you, 

Gretchen 

From: Robert Eiss < b6 

Date: Friday, March 5, 2021 at 9:43 AM 
To: Gretchen Wood < b6 


Subject: Re: [EXTERNAL] COVID-19 : EU PPPs 
Hi Gretchen, 
Dr. Norstedt has asked if the 17th might be confirmed 


However, she has requested this be a one-on-one call. Since this likely is not Dr Collins’ preference, should we 
reconfirm with him? 


Perhaps he could agree to a brief call with an expectation that Fogarty would then arrange a follow-up between her 
team and NIAID and FNIH key colleagues 


(Nothing is ever straightforward with the EC) 

Sent from my iPhone 

On Mar 1, 2021, at 4:30 PM, Wood, Gretchen (NIH/OD) [E] < b6 wrote: 
Hi Rob, 


Please offer the following: 
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March 12 9:00 AM-9:30 AM ET/3:00 PM-3:30 PM CET 


March 15 10:30 AM-11:00 AM ET/4:30 PM-5:00 PM CET 
March 17 10:00 AM-10:30 AM ET/4:00 PM-4:30 PM CET 
Thank you, 

Gretchen 

From: Robert Eiss < b6 

Date: Monday, March 1, 2021 at 11:50 AM 

To: Gretchen Wood < b6 


Subject: Re: [EXTERNAL] COVID-19 : EU PPPs 

Hi Gretchen, 

No time sensitivity with this. Many thanks 

Sent from my iPhone 

On Mar 1, 2021, at 11:49 AM, Wood, Gretchen (NIH/OD) [E] < b6 wrote: 
Good morning, Rob, 


Sure, happy to look for times. Is there a time sensitivity to this or can it be later this 
week or next week? 


Thank you, 

Gretchen 

From: Robert Eiss b6 

Date: Monday, March 1, 2021 at 10:12 AM 
To: Gretchen Wood < b6 


Subject: FW: [EXTERNAL] COVID-19 : EU PPPs 


Hi Gretchen, 


See below. At your convenience are you able to propose a couple dates and times for a 
30 minute meeting with Irene Norstedt of the European Commission in Brussels? 


Thanks 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Saturday, February 27, 2021 1:59 PM 

To: Eiss, Robert (NIH/FIC) [E] < b6 Wolinetz, Carrie (NIH/OD) [E] 
< b6 


Subject: RE: [EXTERNAL] COVID-19 : EU PPPs 


Yes, I'd be willing to engage ina call. But | would want you, David W, andJoe M 
to join. And someone from NIAID — Hugh? Gray? 


COLL0000018702 


FC 


From: Eiss, Robert (NIH/FIC) [E] < b6 

Sent: Friday, February 26, 2021 2:05 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Wolinetz, Carrie (NIH/OD) [E] 
< b6 


Subject: RE: [EXTERNAL] COVID-19 : EU PPPs 

Hi Francis, 

| reached out the the EU to invite a dialogue on the newly announced HERA Incubator 
and received the reply immediately below _ Irene Norstedt as you know is also the EU 
rep to HIROs 

Recognizing demands on your schedule, is this a call that you and/or Carrie would want 
to have us arrange? Alternatively, | can reach out to Hugh Auchincloss and David 


Wholley 


can work with NIAID to assemble background and TPs 


From: KAVANAGH Mary (EEAS-WASHINGTON) < b6 

Sent: Friday, February 26, 2021 12:56 PM 

To: Eiss, Robert (NIH/FIC) [E] < b6 

Cc: Scharf, Sarah (NIH/FIC) [E] < b6 PEETERS Karin (EEAS- 
WASHINGTON) < b6 GARCIA-PASCUAL Julia (EEAS- 
WASHINGTON) v6 


Subject: RE: COVID-19 variants plan 


Dear Robert, 

Thanks again for your message and interest in the HERA initiative. It is in the very early 
stages of development right now, We would like to propose an informal bilateral 
discussion between Director Irene Norstedt (responsible for Health Research at the 
European Commission) and Dr Collins, where she could update on the status of HERA. 
She is also very interested to learn about the NIH relationship with BARDA and how it 
works. 

It would also be the opportunity to discuss a couple of other very important areas: 

- data sharing and the COVID-19 data platform 

- the importance of cohorts and potential exchange of information. 

Can you please let me know when such a call might be possible for Dr Collins? 

Kind regards, 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Thursday, February 18, 2021 11:35 AM 

To: Wolinetz, Carrie (NIH/OD) [E] < b6 Eiss, Robert (NIH/FIC) [E] 
< b6 


Subject: FW: [EXTERNAL] COVID-19 : EU PPPs 


More complexity about Europe and GISAID. 
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From: Menetski, Joseph (FNIH) [T] < b6 
Sent: Thursday, February 18, 2021 9:35 AM 


To: Collins, Francis (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] 
b6 

Ce: Freire, Maria (FNIH) (T] < b6 Menetski, Joseph (FNIH) [T] 

< b6 


Subject: RE: [EXTERNAL] COVID-19 : EU PPPs 
Dear Francis and David, 


(b) (5) 


Best, 
Joe 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Thursday, February 18, 2021 7:55 AM 

To: Wholley, David (FNIH) [T] < b6 Menetski, Joseph (FNIH) [T] 
< b6 

Subject: FW: [EXTERNAL] COVID-19 : EU PPPs 


FYI, (b) 6) 

From: b6 b6 
Sent: Thursday, February 18, 2021 7:25 AM 
To: Collins, Francis (NIH/OD) [E] < b6 


Subject: Fwd: [EXTERNAL] COVID-19 : EU PPPs 
Maybe we can interlink this w ACTIV seq 
Sent from my iPhone 


Begin forwarded message: 
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From: Prof Trevor M Jones CBE FMedSci 


< b6 
Date: February 18, 2021 at 07:17:17 EST 
To: b6 Andrew Plump. 
b6 5 b6é 
b6 paul stoffel < v6 
Ce; b6 b6 Geoff Frew 
< b6 Jill Payne 
< b6 


Subject: [EXTERNAL] COVID-19 : EU PPPs 


For information.see below 


Is any of this compatible with your Pandemic Preparedness 
initiative ? 


If so can we establish an early dialogue with HERA 


Mikael ..please note the final line re Vaccelarate 


Trevor 


On 17 February, the European Commission published a 
Communication titled ‘HERA Incubator: Anticipating together the 
threat of COVID-19 variants’ which outlines the characteristics of 
a new bio-defence preparedness plan. The new programme has 
the objective of preventing. mitigating and responding to the new 
COVID-19 variants also by boosting public-private- 
partnerships to revamp vaccine production. The funding for this 
initiative would come from different resources: Horizon 2020, the 
new Horizon Europe, from the European Investment Bank through 
Horizon 2020’s InnovFin Infectious Diseases Finance Facility 


The programme will serve as the vanguard for the upcoming 
European Health Emergency Preparedness and Response Authority 
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(HERA), and it is considered as a step further to ensure that action 
is taken with immediate effect on different fronts: 
e Rapid detection of variants; 
+ Swift adaptation of vaccines; 
e Setting up a European Clinical Trials Network; 
° Fast-tracking regulatory approval of updated vaccines and 
new or repurposed manufacturing infrastructures; and 
e Enable upscaling of production of existing, adapted or novel 
COVID-19 vaccines. 
The Communication outlines that genome sequencing needs to be 
enhanced and to achieve this objective, the European Centre for 
Disease Prevention and Control “DC) and the World Health 
Organization will play a vocal role to work towards standardized 
genomic sequencing across the EU and beyond. 
In parallel with this Communication, a new EU-wide and EU- 
funded vaccine trial network called ‘¥% being launched 
in 16 EU Member States and five associated countries including 
Switzerland and Israel to exchange data and progressively include 
children and young adults as participants in clinical trials. 


Prof Trevor M Jones CBE FMedSci 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 1/16/2021 3:28:57 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc] 

Subject: RE: [EXTERNAL] RE: Pfizer ACTIV submission 


He sent me a note. Sounds exciting. |’ve asked him to share a bit more of the pre-clinical and Phase 1 data. 


From: Wholley, David (FNIH) [T] < b6 
Sent: Friday, January 15, 2021 2:21 PM 
To: Collins, Francis (NIH/OD) [E] b6 Freire, Maria (FNIH) [T] < b6 


Subject: FW: [EXTERNAL] RE: Pfizer ACTIV submission 


Strictly confidential, but thought you should know in case Mikael brings it up. 


From: Adam, Stacey (FNIH) [T] < b6 
Sent: Friday, January 15, 2021 1:59 PM 
To: Wholley, David (FNIH) [T] b6 


Subject: FW: [EXTERNAL] RE: Pfizer ACTIV submission 


FYI 
Stacey J. Adam, PhD 
Director, Cancer 
rch Partnerships 
i b6 Mobile: b6 
From: b6 b6 
Sent: Friday, January 15, 2021 1:40 PM 
To; Adam, Stacey (FNIH) [T] b6 
Ccb b6 White, Scott < b6 b6 
< b6 Appell, Evan< b6 


Subject: Re: [EXTERNAL] RE: Pfizer ACTIV submission 

Great 

To the best of our knowledge , this is the first in class (only this far) selective potent SARSCov2 protease inhibitor ready 
for phase 2 start . It’s active cross all tested related Corona viruses and hence assumed to be active also against many of 
the rapidly emerging wide spreading S mutants (UK, SA, Brazil) circulating for which therapeutic mAb evasion may soon 


happen. 


Would be nice for Pfizer to do something w NIH-ACTIV in this space given the threat of existing and emerging new 
strains and our work in other areas 


Pls let us know soon how this fits w your interests 


b6 
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Sent from my iPhone 


On Jan 15, 2021, at 13:32, Adam, Stacey (FNIH) [T] < b6 wrote: 


Hi Liesa, 


Thank you for letting us know. If you team is willing since we have the CDA in place, it would be great to 
have the IB to include with your portal submission for the review group. Would that be possible? 


Either way, we will be in touch post our review of the agent to let you know the ACTIV review team’s 
feedback on the agent. 


Thank you again for you interest in having it considered for our trials. 


Thanks, 
Stacey 


. Adam, PhD 
ctor, Cancer 
rch Partnerships 


b6 Mobile: b6 
From: b6 b6 
Sent: Friday, January 15, 2021 12:52 PM 
To: Adam, Stacey (FNIH) [T] b6 
Gor b6 b6 b6 b6 
b6 b6 


Subject: Pfizer ACTIV submission 


Dear Stacey 

| hope all is well. I’d like to give you the heads up that we are submitting PF-07304814, our IV protease 
inhibitor to the ACTIV portal today. We also have the IB that can be provided if required under the CDA 
that was signed this week. 

Scott White is the clinical lead for this program and will be the submitter. We are hopeful that there will 
be an interest to collaborate on this first in class treatment option for COVID-19. Please let us know if 
you have any questions. 

All the best 

Liesa 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 3/8/2021 4:53:41 PM 

To: Embry, Alan (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=882a18a10a134c49acac2icb83fdS99d-embrya] 

ce: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; George, Jill (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=f90bffb4b3a2464382adc29b127aed4e-georgejil]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1afS2dc4a427ea3d34f1e072f8cb7-menetskijp] 

Subject: seeking your help for a presentation 

Attachments: Hever Teleconference Meeting Agenda.docx 


Hi Alan, 

On March 19 | am supposed to lead a couple of sessions of the Hever group (heads of R&D of big pharma). The attached 
agenda shows the topics. I’m hoping that you might already have some relevant slides for these topics, based on 
presentations that Tony has been making. Can you have a look and let me know if there are materials | could use for this 
purpose? 


I'm also ccing David Wholley and Joe Menetski, as there are probably also materials from ACTIV (like the TRACE project) 
that would be highly relevant to the first topic. 


Thanks, Francis 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 1/16/2021 3:43:22 PM 
To: Bugin, Kevin [ b6 
cc: Woodcock, Janet (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf4887 9192 169bd7644e29-Janet.Woodc]; Menetski, Joseph 
(FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Tabak, Lawrence 
(INIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!]; Shapiro, Neil (NIH/OD) [E] 
[/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a13c20d004cb413b9484d6343bSf3fa6-shapironk]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: RE: ACTIV program to address SARS-CoV-2 variants 

Attachments: ACTIV_Preclinical_ Emerging Sequence Surveillence Proposal_1ySO_CLEAN_011421.docx 


Hi Kevin, 


That would be Neil Shapiro, though he may need a quick description of the project (I’m reattaching it here). 
\'m also looping in Larry Tabak, Joe Menetski, and David Wholley in case they are needed to help. I’m really 
glad to hear HHS finance is engaged. 


Francis 


From: Bugin, Kevin < b6 

Sent: Friday, January 15, 2021 4:57 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Woodcock, Janet (FDA/CDER) < v6 
Subject: RE: ACTIV program to address SARS-CoV-2 variants 


Francis, 

Who from NIH budget office could | work with to sort through all of this and how it would be provided? |’m starting to 
get question from HHS finance folks (good sign), but I’ll need details on obligation dates, vehicles for transfers, contracts, 
etc. Can you connect me toa NIH budget guru to work with on this? 


Kevin 

From: Collins, Francis (NIH/OD) [E] b6 
Sent: Thursday, January 14, 2021 11:25 PM 

To: Woodcock, Janet < b6 


Cc: Bugin, Kevin b6 >; Menetski, Joseph M (NIH) < b6 Wholley, David N (NIH) 
b6 ; Freire, Maria C (NIH) b6 . 
Subject: ACTIV program to address SARS-CoV-2 variants 


Hi Janet and Kevin, 
See attached for the ACTIV proposal that captures all of the components for calendar year 2021. The budget 
requestis (b)(5) . | also attach a draft slide (still being reviewed, not for further distribution) that 


illustrates the relationship between the ACTIV program and the USG-only effort (now called SIG instead of 
SCIRAM). That reflects the discussions that have gone on for the last couple of days with Joe Menetski, Dan 


COLL0000018711 


Jernigan, and John Mascola. Let me know what else | can do to help support this ACTIV proposal —| agree with 
you that this is of great urgency and needs to start right away. 


Many thanks, Francis 


From: Woodcock, Janet b6 
Sent: Thursday, January 14, 2021 4:57 PM 
To: Collins, Francis (NIH/OD) [E] b6 
Cc: Bugin, Kevin (FDA/CDER) < v6 


Subject: RE: variant effort 


Good, | will need a $$ figure that rolls it all up ASAP if we are to get funding from us. jw 


From: Collins, Francis (NIH/OD) [E] b6 
Sent: Thursday, January 14, 2021 4:31 PM 

To: Woodcock, Janet b6 
Subject: RE: variant effort 


Hi Janet, 


That's being actively worked on right now — SCIRAM can be the USG-only connection between agencies to be 
sure we are coordinating across HHS, and can deal with priority decisions where industry might have a conflict 
of interest. I’m expecting the merger that Joe Menetski (ACTIV) and Dan Jernigan (SCIRAM) are leading will 
produce a result in the next 18 hours. 


Francis 


From: Woodcock, Janet b 

Sent: Thursday, January 14, 2021 4:12 PM 
To: Collins, Francis (NIH/OD) [E] b6 
Subject: variant effort 


How do we talk about the SCIRAM effort and its relationship to what you want to do with ACTIV? | think | can get some 
funding but will need to explain. jw 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 3/9/2021 12:50:17 AM 

To: Embry, Alan (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=882a18a10a134c49acac2 icb83fd599d-embrya] 

Ls Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; George, Jill (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f90bffb4b3a2464382adc29b127aed4e-georgejil]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1afS2dc4a427ea3d34f1e072f8cb7-menetskijp] 

Subject: RE: seeking your help for a presentation 


Thanks! 


From: Embry, Alan (NIH/NIAID) [E] < b6 

Sent: Monday, March 8, 2021 7:00 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Wholley, David (FNIH) [T] < b6 George, Jill (NIH/OD) [E] < b6 Menetski, Joseph 
(FNIH) (T] < b6 

Subject: RE: seeking your help for a presentation 


Hi Francis, 
Attached are the slides we have made for variants recently. Please let me know if you have any questions. 


Thanks, 
Alan 


From: Collins, Francis (NIH/OD) [E] b6 

Sent: Monday, March 8, 2021 11:54 AM 

To: Embry, Alan (NIH/NIAID) [E] < b6 

Cc: Wholley, David (FNIH) [T] b6 >; George, Jill (NIH/OD) [E] b6 >; Menetski, Joseph 
(FNIH) [7] b6 

Subject: seeking your help for a presentation 


Hi Alan, 

On March 19 | am supposed to lead a couple of sessions of the Hever group (heads of R&D of big pharma). The attached 
agenda shows the topics. I’m hoping that you might already have some relevant slides for these topics, based on 
presentations that Tony has been making. Can you have a look and let me know if there are materials | could use for this 


purpose? 


I'm also ccing David Wholley and Joe Menetski, as there are probably also materials from ACTIV (like the TRACE project) 
that would be highly relevant to the first topic. 


Thanks, Francis 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 3/9/2021 12:53:45 AM 

To: Embry, Alan (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=882a18a10a134c49acac2 icb83fd599d-embrya] 

Ls Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; George, Jill (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f90bffb4b3a2464382adc29b127aed4e-georgejil]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1afS2dc4a427ea3d34f1e072f8cb7-menetskijp] 

Subject: RE: seeking your help for a presentation 


Thanks for these also. 


Francis 


From: Embry, Alan (NIH/NIAID) [E] < b6 

Sent: Monday, March 8, 2021 7:20 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Wholley, David (FNIH) [T] < bé George, Jill (NIH/OD) [E] < b6 Menetski, Joseph 
(FNIH) (T] < b6 

Subject: RE: seeking your help for a presentation 


Francis, 


Apologies, | forgot to include the slides for the second topic on vaccine doses, timing and mix and match. Unfortunately, 
we only have the 2 slides in attached. If we develop any others in the next few days, | will make sure to send to you. 


Thanks, 
Alan 


From: Collins, Francis (NIH/OD) [E] b6 

Sent: Monday, March 8, 2021 11:54 AM 

To: Embry, Alan (NIH/NIAID) [E] v6 

Cc: Wholley, David (FNIH) [T] b6 George, Jill (NIH/OD) [E] b6 ; Menetski, Joseph 
(FNIH) [T] b6 

Subject: seeking your help for a presentation 


Hi Alan, 

On March 19 | am supposed to lead a couple of sessions of the Hever group (heads of R&D of big pharma). The attached 
agenda shows the topics. I’m hoping that you might already have some relevant slides for these topics, based on 
presentations that Tony has been making. Can you have a look and let me know if there are materials | could use for this 


purpose? 


I’m also ccing David Wholley and Joe Menetski, as there are probably also materials from ACTIV (like the TRACE project) 
that would be highly relevant to the first topic. 


Thanks, Francis 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 3/9/2021 9:41:58 PM 

To: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1afS2dc42427ea3d34f1e072f8cb7-menetskijp]; Embry, Alan (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=882a18a10a134c49acac2 1cb83fd599d-embrya] 

cc: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; George, Jill (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f90bffb4b3a2464382adc29b127aed4e-georgejil] 


Subject: RE: seeking your help for a presentation 

Thanks, Joe! 

From: Menetski, Joseph (FNIH) [T] < b6 

Sent: Tuesday, March 9, 2021 8:11 AM 

To: Collins, Francis (NIH/OD) [E] < b6 Embry, Alan (NIH/NIAID) [E] < b6 
Cc: Wholley, David (FNIH) [T] < b6 George, Jill (NIH/OD) [E] < b6 


Subject: RE: seeking your help for a presentation 
Dear Francis, 
Here are some overview slides about TRACE. Please let me know if you would like additional information. 


Joe 


From: Collins, Francis (NIH/OD) [E] b6 

Sent: Monday, March 8, 2021 11:54 AM 

To: Embry, Alan (NIH/NIAID) [E] b6 

Cc: Wholley, David (FNIH) [T] b6 George, Jill (NIH/OD) [E] < b6 Menetski, Joseph 
(FNIH) (T] b6 

Subject: seeking your help for a presentation 


Hi Alan, 

On March 19 | am supposed to lead a couple of sessions of the Hever group (heads of R&D of big pharma). The attached 
agenda shows the topics. I’m hoping that you might already have some relevant slides for these topics, based on 
presentations that Tony has been making. Can you have a look and let me know if there are materials | could use for this 


purpose? 


I’m also ccing David Wholley and Joe Menetski, as there are probably also materials from ACTIV (like the TRACE project) 
that would be highly relevant to the first topic. 


Thanks, Francis 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 3/10/2021 10:35:55 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Freire, Maria (FNIH) [T] 

o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Tabak, Lawrence (NIH/OD) 

E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|]; Lane, Cliff (NIH/NIAID) [E] 

[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Anderson, James (NIH/OD) [E] 

o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Rutter, Joni 

(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=157b2517ddb546a8a72844c3Seadb062-jrutter]; Patterson, Amy (NIH/NHLBI) 

(E} [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca7 4b3e449d8b4f319 1d6Sbb70f-pattersa]; Parker, Ashley (NIH/OD) [E] 

[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras] 

Subject: Lancet on COVID R&D 

Attachments: COVID R&D Ecosystem. Lancet March 9, 2021.pdf 


Flag: Follow up 

Hi all, 

You will want to find the right time to read this rather self-serving and poorly researched Lancet review of COVID R&D 
shortcomings. Keusch and Lurie, the first two authors, are explicitly seeking to have themselves named as co-chairs of a 
NAM panel on the same topic. The main figure omits any mention of ACTIV, which gets only brief mention in the text. 
RADx, on the other hand, gets no mention at all. Apparently only CDC and BARDA are involved in diagnostics. 


Sigh. 


Francis 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 
Sent: 3/11/2021 2:48:46 AM 


To: Fauci, Anthony (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=df38103d75 134f658ae2d356f0396b94-afauci] 
ley Lane, Cliff (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane] 
Subject: RE: Draft response to email from Skip Virgin 


That would be great, thanks! 
FC 


From: Fauci, Anthony (NIH/NIAID) [E] < b6 
Sent: Wednesday, March 10, 2021 8:19 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Lane, Cliff (NIH/NIAID) [E] < b6 

Subject: FW: Draft response to email from Skip Virgin 


Francis: 
Should | send this e-mail that Cliff drafted for us to Skip and say that it is from both of us? 
Thanks, 


Tony 

From: Lane, Cliff (NIH/NIAID) [E] < b6 

Sent: Wednesday, March 10, 2021 7:30 PM 

To: Fauci, Anthony (NIH/NIAID) [E] b6 Collins, Francis (NIH/OD) [E] bo 
Ce: Tabak, Lawrence (NIH/OD) [E] - > 


Subject: Draft response to email from Skip Virgin 


Below is a draft email that could come from either Tony or Francis. Cliff 


Dear Skip, 


Thank-you for the email, letter and attachments. 


In response, (b) (5) 
(b) 6) 
Sincerely, 
From: Anthony Fauci < b6 
Date: Wednesday, March 10, 2021 at 6:20 PM 
To: “Lane, Cliff (NIH/NIAID) [E]" < b6 "Collins, Francis (NIH/OD) [E]" 


b6 


COLL0000018732 


"Wholley, David (FNIH) [T]" b6 “Freire, Maria (FNIH) [T]" b6 , Lawrence 


Tabak « b6 , "Anderson, James (NIH/OD) [E]" <b6 "Rutter, Joni 
(NIH/NCATS) [E]" b6 >, "Patterson, Amy (NIH/NHLBI) [E]" b6 

“Parker, Ashley (NIH/OD) [E]" <a b6 

Ce: "Adam, Stacey (FNIH) [T]" < b6 


Subject: RE: Follow-up on letter from Vir 


Cliff: 
Thanks for the note. It would be great if you could draft an e-mail that we can send to Skip in response to 
his e-mail to Francis and me. 


Tony 

From: Lane, Cliff (NIH/NIAID) [E] b6 

Sent: Wednesday, March 10, 2021 3:51 PM 

To: Collins, Francis (NIH/OD) [E] b6 >; Wholley, David (FNIH) [T] < b6 Freire, Maria 

(FNIH) [ b6 Tabak, Lawrence (NIH/OD) [E] b6 Anderson, James (NIH/OD) [E] 
b6 Rutter, Joni (NIH/NCATS) [E] b6 ; Patterson, Amy (NIH/NHLBI) [E] 

< b6 Parker, Ashley (NIH/OD) [E] b6 

Ce: Fauci, Anthony (NIH/NIAID) [E] b6 Adam, Stacey (FNIH) [T] « b6 


Subject: Follow-up on letter from Vir 
Drs. Collins/Fauci, 


In follow-up of the discussions earlier today with the ACTIV War Room and the NIAID Division Directors’ meeting, the 
attached letter from Vir was discussed (but not shared) with the ACTIV Trial Oversight Committee (TOC). 


Based upon that discussion the Trial Oversight Committee (TOC) has proposed the following way forward: 


1, The TOC is given a copy of the letter from Vir, the DSMB report and the closed data report upon which the 
DSMB report was based. 

2. The TOC then reviews the actions taken by the study team through a discussion with the study team, 

3, The TOC (minus the members of the ACTIV-3 team) then meets with Vir to hear their concerns. 

4. The TOC makes recommendations to the ACTIV leadership regarding what actions, if any, should be taken. 


If this is an acceptable course of action | would be happy to draft an email for you to send in response to the email from 
Dr. Virgin. [have copied Dr. Woodcock in her role as co-chair of the TOC and Stacey Adam as the Exec. Sec. for the 
TOC. 


Cliff 

From: "Collins, Francis (NIH/OD) [E]" < b6 

Date: Wednesday, March 10, 2021 at 5:41 AM 

To: "Wholley, David (FNIH) [T]" b6 “Freire, Maria (FNIH) [T]" b6 >, Lawrence 
Tabak < b6 “Lane, Cliff (NIH/NIAID) [E]" < b6 “Anderson, James 
(NIH/OD) [E]' b6 "Rutter, Joni (NIH/NCATS) [E]" < b6 “Patterson, 
Amy (NIH/NHLBI) [E]" < b6 “Parker, Ashley (NIH/OD) [E]" < b6 


Subject: FW: Letter to request confidential meeting 


We'll need to discuss this today... 
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From: Skip Virgin b6 

Sent: Tuesday, March 9, 2021 2:59 PM 

To: Collins, Francis (NIH/OD) [E] < b6 
Cc: Phil Pang < v6 George Scangos 
Subject: Letter to request confidential meeting 


Dear Francis and Tony, 


; Fauci, Anthony (NIH/NIAID) [E] 


| communicate this letter from myself and other leaders at Vir Biotechnology (copied here) to request a 


confidential meeting with you (preferably the 5 of us). 


We deeply appreciate the time and effort expended at this busy time to address this request which is 


communicated with all respect. 
Skip 


Herbert W. ‘Skip’ Virgin M.D., Ph.D. 
Executive Vice President, Research 
Chief Scientific Officer 

Vir Biotechnology 

499 Illinois Avenue 

San Francisco CA 94158 
he/him/his 


Adjunct Professor of Pathology and Immunology 
Washington University School of Medicine 


Adjunct Professor of Internal Medicine 
UTSouthwestern Medical Center 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 1/16/2021 5:02:24 PM 

To: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1afS2dc42427e23d34f1e072f8cb7-menetskijp] 

ce: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Wood, Gretchen (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8bSd1e0e1a8f76c1f-woodgs); McManus, Ayanna (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus) 

Subject: FW: Review of mock up viral variant risk report 

Attachments: ACTIV_report_NCBI_NCATS V1.pptx 


Hi Joe, 


This is a great idea — and yes, | would very much like to have a chance to walk through the plan with Steve and 
Matt. 


The only scheduled workday between now and next Thursday is Tuesday 1/19, but my schedule that day is 
packed beyond the breaking point already. I’d be fine with having this briefing Sunday afternoon or almost 
any time Monday — if the team would be OK with that. Otherwise we’|l have to wait until later next week, 


Francis 


From: Menetski, Joseph (FNIH) [T] < b6 

Sent: Friday, January 15, 2021 5:34 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Wholley, David (FNIH) [T] < b6 Freire, Maria (FNIH) [T] < b6 Menetski, Joseph 
(FNIH) [1] < b6 

Subject: Review of mock up viral variant risk report 


Dear Francis, 


Over the last couple days, NCBI and NCATS have been working to mock up a virus variant risk report that could be 
generated for you each week to keep you and others up to date on what we know about the emerging variants. They 
would like this report to answer your high level questions quickly, and potentially allow drill down into more detail if 
wanted. 


They have generate a mock up ( in the form of several slides) and would like your thoughts on it for your needs. They 
would really like it if we could do this as a short meeting, where Steve Sherry and Matt Hall walk you through some 
alternatives. The discussion will be recorded and the NCB! and NCATS team can use that to better refine the product. | 
am attaching the slides, but they are really meant to help Steve and Matt talk through the material (they may not be 
easy to follow without the voice over). 


| know your time is tight, but would you be open to a short (15-20min) meeting to walk through the slides and offer your 
feedback? We feel it is important that this report reflects what you think will be useful for our needs. 
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| think we can schedule this almost anytime you wish, but your feedback will help them design their next steps. Getting 
together sooner would be better for the development of the system. Let me know if and when you would be able to 


have a meeting and | will set it up. 


NCBI and NCATS have really pushed to get this moving fast to respond to the urgent need, they have done a great job 


and | hope you are happy with how this is developing. 


Best regards, 
Joe 


Joseph P. Menetski, Ph.D. 
Associate Vice President, Research Partnerships 
Foundation for the National Institutes of Health 
b6 fnih.org 
11400 Rockville Pike, Suite 600, North Bethesda, MD 20852 


SENIH25 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 1/16/2021 5:46:35 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

Subject: FW: [EXTERNAL] RE: Message 


How soon will there be a summary of the LT meeting? Is there something I can share with Mikael in the 
next day or so? 


FC 

Sno Original Message-~--- 

From: b6 

Sent: Friday, January 15, 2021 9:13 PM 

To: Collins, Francis (NIH/OD) [E] < b6 


Subject: Re: [EXTERNAL] RE: Message 

Hi Francis 

I share the view that understanding the immune response and viral sequences in breakthrough infections 
after vaccination and in previously infected patients would be an important path for assessing immune 
correlates. 


I am sorry I couldn’t make the ACTIV meeting but I was in J.P. Morgan investor meetings with our CEO 
those days . 


How did the meeting go ? 

Certainly we will look for ways to share data in this important matter . 

It will also be critical to discuss and define parameters that may influence when it’s time to consider a 
potential future shift of the vaccine sequences due to accumulation of possible viral mutations . while 
pe may peeey into the future as we are dealing w a polyclonal response , it’s a good preparedness to 
ave In min 


Potentially some of the existing mAbs may soon be influenced by the numerous mutations close to their 
epitopes . 


Talk to you soon 
b6 


Sent from my iPhone 
On Jan 11, 2021, at 15:09, Collins, Francis (NIH/OD) [E] < b6 wrote: 


> 
> 
> Hey Mikael, 
> 


v 


The topic of immune correlates of protection against COVID-19 illness is on the agenda for the ACTIV 
Leadership Team on Thursday. I think ACTIV is exactly the right group to work on assembling all of the 
information possible on immune correlates. Breakthrough patients who get infected despite vaccination 
are crucial to unravel this -- so having Pfizer's team included would be critical for the kind of 
inferences that the world is waiting for. 


> 
> Any chance you can join on Thursday (I heard you might have a conflict)? Can we get your help in 
sharing Pfizer's data? 


Francis 


vv 


From: b6 < b6 

Sent: Sunday, January 10, 2021 11:28 AM 

To: Collins, Francis (NIH/OD) [E] b6 
Subject: Re: [EXTERNAL] RE: Message 


Hi Francis 


Thanks for the response 
Indeed a dark DC week 


while extending dose cross ages based on immune bridge is somewhat straightforward, the reduction of 
lose is more complex . 
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> 
> It's not just the quantity of the immune response (in vitro ab Neuts assay) to consider but also the 
quality and nature of the various immune parameters Ki. 

> 


> what in vitro assay readouts correlates w in vivo vaccine efficacy? How do we move from guesstimates to 
stronger quantitative predictions while ensuring we provide the demonstrated >90% vaccine efficacy to 
participants . Science will get there but needs to be rigorous 


> 
> I welcome as always dialogue around this at the appropriate time point 

> 

> Best 

> db6 

> 

> 

> 

> 

> Sent from my iPhone 

> 

>> On Jan 9, 2021, at 21:57, Collins, Francis (NIH/oD) [E] < b6 wrote: 
> 

>> HT Gipsy, 


>> Apologies for the slow response. Your message fell through the cracks in what has been a terribly 
disheartening week here in DC -- and for our whole country. 

> 

>> I couldn't access the Seeking Alpha article, there's a firewall. But I think I know what it probably 
said. From John Mascola, there is no surprising matspere: (b) (5) 


me ‘ (b) (5) . _ Al] this will take a 
couple of months at least. 
> 
(b) (5) 
(b) 6) Might it be possible for Pfizer to be more open about this? 
>> Best, Francis 
> 
> 
>> 
Dennen= Oriainal Messaae----- 
>> From: b6 
>> Sent: Tuesday, January 5, 2021 3:1/ PM 
>> To: Collins, Francis (NIH/OD) [E] < b6 


>> Subject: Message 
>> Francis 
>> We discussed the half dose issue recently 
>> Is this a follow up info of relevance to what we discussed as jt mentions NIH? 
>> Is there a public available plan how you can do dose selection w a two month the study? 
> Moderna and NIH to study the effects of halving the COVID-19 shot - NYT 
hetps: //seekingalpha. com/news/3649017 -moderna-and-nih-to-study-ef fects-of-halving-covidminus-19-shot-nyt 


>> 


>> 
>> Sent from my iPhone 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 1/16/2021 6:31:32 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4] 

Subject: FW: [EXTERNAL] RE: Pfizer ACTIV submission 


More and more interesting... 


From: v6 b6 
Sent: Saturday, January 16, 2021 10:35 AM 
To: Collins, Francis (NIH/OD) [E] < b6 


Subject: Re: [EXTERNAL] RE: Pfizer ACTIV submission 


Hi 

Yes , we have acceptable phase 1 safety and tolerability profile for the IV. It’s also additive to Remdesivir 

We will submit a data package to ACTIV 

You are a mind reader , we have an oral SARSCov2 protease inhibitor drug with great preclinical profile that’s starting 
phase 1soon. The profile suggests it’s equally active against all known new mutants . We can potentially bring that also 
for an NIH-ACTIV phase 2 partnership soon . As it’s a pan Corona virus profile , it provides also great pandemic 
preparedness . May fit very well w the acceleration of vaccines and therapeutics for covid19 in 2021 

Happy to discuss 

Mikael 


Sent from my iPhone 


On Jan 16, 2021, at 09:44, Collins, Francis (NIH/OD) [E] b6 wrote: 


Hey b6 , 
This sounds really interesting! | assume Phase 1 data looks good for any safety signal. Is the 


preclinical data available somewhere? |’d bet you are also working on an oral or SQ 
alternative? 


Best, Francis 


From: b6 

Sent: Friday, January 15, 2021 1:10 PM 

To: Collins, Francis (NIH/OD) [E] < bé6 
Subject: Fwd: Pfizer ACTIV submission 


Hope you will find this compelling 
It’s the first in class highly potent Sarcov2 protease inhibitors . We have human phase 1 data concluded . 


Would be nice to see if we can work w NIH-ACTIV on this one 


COLLO0000018805 


6 


Sent from my iPhone 


Begin forwarded message: 


From: b6 
Date: January 15, 2021 at 12:52:06 EST 
To: "Adam, Stacey (FNIH) [T]" < b6 
Ce: b6 


Subject: Pfizer ACTIV submission 


Dear Stacey 

| hope all is well. I’d like to give you the heads up that we are submitting PF-07304814, 
our IV protease inhibitor to the ACTIV portal today. We also have the IB that can be 
provided if required under the CDA that was signed this week. 

Scott White is the clinical lead for this program and will be the submitter. We are 
hopeful that there will be an interest to collaborate on this first in class treatment 
option for COVID-19. Please let us know if you have any questions. 

All the best 

liesa 


COLL0000018805 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 1/16/2021 6:32:48 PM 

To: Fauci, Anthony (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=df38103d75 134f658ae2d35 6f0396b94-afauci] 

Subject: Pfizer anti-protease 

HI Tony, 


| thought you’d find this interchange with Dolsten pretty interesting... 


He 

From: b6 b6 
Sent: Saturday, January 16, 2021 10:35 AM 
To: Collins, Francis (NIH/OD) [E] < b6 


Subject: Re: [EXTERNAL] RE: Pfizer ACTIV submission 


Hi 
Yes , we have acceptable phase 1 safety and tolerability profile for the IV. It’s also additive to Remdesivir 
We will submit a data package to ACTIV 
You are a mind reader , we have an oral SARSCov2 protease inhibitor drug with great preclinical profile that’s starting 
phase 1soon. The profile suggests it’s equally active against all known new mutants . We can potentially bring that also 
for an NIH-ACTIV phase 2 partnership soon . As it’s a pan Corona virus profile , it provides also great pandemic 
preparedness . May fit very well w the acceleration of vaccines and therapeutics for covid19 in 2021 
Happy to discuss 

b6 


Sent from my iPhone 


On Jan 16, 2021, at 09:44, Collins, Francis (NIH/OD) [E] < b6 wrote: 


Hey b6 , 
This sounds really interesting! | assume Phase 1 data looks good for any safety signal. Is the 
preclinical data available somewhere? |’d bet you are also working on an oral or SQ 


alternative? 


Best, Francis 


From: b6 b6 
Sent: Friday, January 15, 2021 1:10 PM 
To: Collins, Francis (NIH/OD) [E] b6 


Subject: Fwd: Pfizer ACTIV submission 


Hope you will find this compelling 


COLLO0000018807 


It’s the first in class highly potent Sarcov2 protease inhibitors . We have human phase 1 data concluded . 


Would be nice to see if we can work w NIH-ACTIV on this one 


bé 


Sent from my iPhone 
Begin forwarded message: 


Fromb 

Date: January 15, 2021 at 12:! 
To: "Adam, Stacey (FNIH) [T]" b6 
Ce: b6 


Subject: Pfizer ACTIV submission 


Dear Stacey 

| hope all is well. I'd like to give you the heads up that we are submitting PF-07304814, 
our IV protease inhibitor to the ACTIV portal today. We also have the IB that can be 
provided if required under the CDA that was signed this week. 

Scott White is the clinical lead for this program and will be the submitter. We are 
hopeful that there will be an interest to collaborate on this first in class treatment 
option for COVID-19. Please let us know if you have any questions. 

All the best 

Liesa 


b6 


COLLO0000018807 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 1/13/2021 6:38:59 PM 

To: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1afS2dc42427ea3d34f1e072f8cb7-menetskijp]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 


ce: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!] 
Subject: FW: virus variants and Stoffels 


Hi Joe and David, 
See note below from Janet. Is this information about variant functional testing already known to you? 


Another note from Paul Stoffels — he will be on a plane tomorrow (first visit to the US since March) and will 
miss the LT. This is really unfortunate — no Stoffels and no Dolsten. Should we consider rescheduling? 


FC 

From: Woodcock, Janet < v6 
Sent: Wednesday, January 13, 2021 1:16 PM 
To: Collins, Francis (NIH/OD) [E] < b6 


Subject: virus variants 


Francis | saw the proposal you made for ACTIV on this issue. Unfortunately, I'll not be able to be at all the exec comm 
meeting tomorrow. 


As you probably know, OWS/therapeutics research group that includes NIAID folk are doing pseudovirus variant neut 
testing in CBER labs. Most of the MoAb sponsors have agreed to participate. The global circulating variants are being 
given priority. 


We are also funding live virus testing for leading variants, that will start as soon as they get the virus. 


CDER/FDA is interested in a having a strategy in case variants start to predominate, both for AB development and | don’t 
know about vaccines, haven’t talked to Peter. They think a public meeting should be help on this at some point. 


I'll try to come to as much of the exec comm as possible. Are you going to raise these issues here? jw 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 1/16/2021 6:57:07 PM 
To: b6 
Subject: RE: [EXTERNAL] RE: Pfizer ACTIV submission 


Good question. For at least the next several months, I’d like to stick with the ACTIV model, as it has made it 
possible to move things forward more efficiently. The dedication of the Working Groups, the access to FNIH 
program management, and the close connections with FDA help a lot here. 


Francis 

From: b6 

Sent: Saturday, January 16, 2021 11:44 AM 
To: Collins, Francis (NIH/OD) [E] < b6 


Subject: Re: [EXTERNAL] RE: Pfizer ACTIV submission 
Francis 


One thing that came to my mind , do you regard ACTIV as the main potential way to collaborate between NIH-Pfizer on 
the IV and oral SARSCov2 protease inhibitor (P!) drugs that will be going into phase two studies now (iv) or soon (oral)? 


Do you foresee any alternative potential structure government - company that would be more of a closer bilateral 
collaboration, similarly as you did w MODERNA in the vaccine? | assume the new administrator may also use BARDA like 
pathways 


Just thought it would be good to consider which alternative may be best suited given the dire pandemic and this is the 
first Pl. 


What's your thoughts ? 


b6 


Sent from my iPhone 


On Jan 16, 2021, at 09:44, Collins, Francis (NIH/OD) [E] b6 > wrote: 


Hey b6 , 
This sounds really interesting! | assume Phase 1 data looks good for any safety signal. Is the 
preclinical data available somewhere? I'd bet you are also working on an oral or SQ. 


alternative? 


Best, Francis 


From: b6 
Sent: Friday, January 15, 2021 1:10 PM 
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To: Collins, Francis (NIH/OD) [E] b6 
Subject: Fwd: Pfizer ACTIV submission 


Hope you will find this compelling 
It’s the first in class highly potent Sarcov2 protease inhibitors . We have human phase 1 data concluded . 


Would be nice to see if we can work w NIH-ACTIV on this one 
b6 
Sent from my iPhone 


Begin forwarded message: 


From: b6 > 
Date: January 15, 2021 at 12:52:06 EST 
To: "Adam, Stacey (FNIH) [T]" b6 
Cc: b6 
b6 


Subject: Pfizer ACTIV submission 


Dear Stacey 

| hope all is well. I’d like to give you the heads up that we are submitting PF-07304814, 
our IV protease inhibitor to the ACTIV portal today. We also have the IB that can be 
provided if required under the CDA that was signed this week. 

Scott White is the clinical lead for this program and will be the submitter. We are 
hopeful that there will be an interest to collaborate on this first in class treatment 
option for COVID-19. Please let us know if you have any questions. 

All the best 

Liesa 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 3/15/2021 3:55:42 PM. 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

Subject: FW: [EXTERNAL] concern about progress with IV anti-protease 

FYI 

Fromb b6 

Sent: Monday, March 15, 2021 11:53 AM 

To: Collins, Francis (NIH/OD) [E] < b6 


Subject: Re: [EXTERNAL] concern about progress with IV anti-protease 
Francis 
Many thanks for reaching out 
Will talk to our team and have some suggestions how you can help out . We have difficulties to get sites in US but 
are enrolling in EU, Data so far seems fine 
Will update you on supply issues soon , | believe we should aim to have IV and oral drugs in late April to May 
| revert to you today 
Thanks again 
b6 
Sent from my iPhone 


On Mar 15, 2021, at 11:08, Collins, Francis (NIH/OD) [E] b6 wrote: 


Hi b6 , 

| heard some news this morning in the ACTIV War Room that progress in getting the Pfizer IV anti- 
protease into ACTIV-3 is going more slowly than expected. Apparently there is difficulty getting the last 
few volunteers for phase 1? Can we help with that? | also heard there might be supply issues, and that 
might mean delaying South African sites until July? 


What can we do to accelerate this? 


Best, Francis 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 
Sent: 3/15/2021 8:11:51 PM 
To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Freire, Maria (FNIH) [T] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Tabak, Lawrence (NIH/OD) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Anderson, James (NIH/OD) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Rutter, Joni 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=157b2517ddb546a8a72844c3Seadb062-jrutter]; Patterson, Amy (NIH/NHLBI) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca7 4b3e449d8b4f319 1d6Sbb70f-pattersa]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras] 
Subject: FW: [EXTERNAL] concern about progress with IV anti-protease 


Quite a different story from b6 


From: v6 b6 

Sent: Monday, March 15, 2021 3:46 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Subject: Re: [EXTERNAL] concern about progress with IV anti-protease 
Francis 

Getting feedback , - 


(b) (5) 


Will confirm details on material available but think all will be fine 
Sent from my iPhone 
On Mar 15, 2021, at 11:08, Collins, Francis (NIH/OD) [E] < b6 wrote: 
Hi b6 , 
| heard some news this morning in the ACTIV War Room that progress in getting the Pfizer IV anti- 
protease into ACTIV-3 is going more slowly than expected. Apparently there is difficulty getting the last 


few volunteers for phase 1? Can we help with that? | also heard there might be supply issues, and that 
might mean delaying South African sites until July? 
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What can we do to accelerate this? 


Best, Francis 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 3/15/2021 9:17:51 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

ce: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd87510679648859e1cf101c0943414-adamsj4]; Chen, Helen 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8801b022ef97 4bf7bda8fd0616 7002cf-qingchen.de]; Menetski, Joseph (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=500 1afS2dc4a427ea3d34f1e072f8cb7-menetskijp]; Santos, Michael (FNIH) 
[7] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44¢ 18ef4cc6952f65f80-santosmr] 

Subject: RE: Your question about DARPins in today's ACTIV LT pre-call 


Thanks, that’s really helpful. 


FC 

From: Wholley, David (FNIH) [T] < b6 

Sent: Monday, March 15, 2021 4:35 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Tabak, Lawrence (NIH/OD) [E] < b6 Adam, Stacey (FNIH) [T] < b6 Chen, Helen 
< b6 Menetski, Joseph (FNIH) [T] < b6 Santos, Michael (FNIH) [T] 

< b6 


Subject: Your question about DARPins in today's ACTIV LT pre-call 
Francis: 


DARPins (designed ankyrin repeat proteins) are genetically engineered antibody mimetic proteins, derived from natural 
ankyrin repeat proteins that are involved in cell signaling, regulation, and structural integrity of the cell. ( Original paper 
from 2007: 
httos://pubmed.ncbi.nlm.nih.gov/17436550/#:~:text=Abstract drug %20discovery%20and%20drug%20development.) D 
ARPins are a relatively new class of small-protein therapeutics, and now have are used in a number of research, 
therapeutic and diagnostic applications, but have been targeted most frequently against cancers. 


Molecular Partners has claimed in a preprint study conducted in February that the molecule being onboarded for ACTIV- 
2 and -3 (MP0420), which is being developed with Novartis, has shown effectiveness against a number of emerging 
COVID-19 variants (https://www.biorxiv.org/content/10.1101/2021.02.03.429164v1). MP0420 is composed of several 
binding domains that targets three different epitopes of the SARS-CoV-2 spike protein RBD simultaneously, thus 
covering a much bigger surface area than monoclonal antibodies and thereby reaching extremely high affinities / avidity 
and minimizing the risk of viral escape. 


Let me know if this gives you the information you needed. 


Thanks, David 


David Whoiley 
Senior Vice-President, Research Partnerships 
Foundation for the National Institutes of Health 
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This message (including any attachments) contains confidential information intended for a specific individual 
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prohibited. 


Deloitte refers to a Deloitte member firm, one of its related entities, or Deloitte Touche Tohmatsu Limited 
("DTTL"). Each Deloitte member firm is a separate legal entity and a member of DITL. DTTL does not 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 3/15/2021 9:20:19 PM. 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

ce: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Tabak, Lawrence (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabak|]; Wood, Gretchen (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs}; McManus, Ayanna (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus) 

Subject: RE: Request from ACTIV-2 team 


I’m totally amenable — please work with Gretchen and Ayanna to find a Thursday that works. 


Francis 


From: Wholley, David (FNIH) [T] < b6é 

Sent: Monday, March 15, 2021 4:55 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Freire, Maria (FNIH) [T] < b6 Lane, Cliff (NIH/NIAID) [E] < b6 Tabak, Lawrence 
(NIH/OD) [E] < b6 

Subject: Request from ACTIV-2 team 


Francis: 

During the ACTIV-2 Leadership Meeting a couple of weeks ago, the ACTG team asked Stacey Adam if it might be possible 
for you to address a regular meeting of all of the ACTIV-2 Site Investigators for about 10 minutes or so to “rally the 
troops” - give a general perspective on ACTIV, the importance of ACTIV-2, and thank them for their work in supporting 
the trial. The call is held every other Thursday from 5-6:30 PM. | realize this week's meeting is way too soon, but Stacey 
Adam asked me to see if this is something you might be willing to do at a future meeting. Could you please let me 
know? If you are amenable, we could ask about your schedule and would certainly put together some talking points 
before the call. 

Thanks, 

David 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 3/16/2021 12:45:31 AM 

To: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Santos, Michael (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc6952f65/80-santosmr] 

cc: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras] 

Subject: Need a bit more help with Hever presentation 


Hi Joe and Mike, 
I’m supposed to moderate a 20-minute session at the Hever meeting on Friday on “variant strains and implications for 
vaccines and therapeutics”. That means | should start with a summary of the main points, and then open it for 


discussion by the assembled pharma science leaders (and FDA). 


This will give me a chance to highlight TRACE. (b) (5) 
(&) (5) 


Francis 


COLL0000018825 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 3/16/2021 1:03:55 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Ls Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d345Seaf14854c83f41d84-freiremc]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Tabak, Lawrence (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl]; Anderson, James (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Rutter, Joni 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=157b2517ddb546a8a72844c3Seadb062-jrutter]; Patterson, Amy (NIH/NHLBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca7 4b3e449d8b4f319 1d65bb70/-pattersa]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras] 

Subject: FW: progress with IV anti-protease drug (Pl) 


Hi David, 


See b6 response below. Need advice about response. 


Tx, FC 

From: b6 b6 
Sent: Monday, March 15, 2021 8:09 PM 

To; Collins, Francis (NIH/OD) [E] < b6 


Subject: progress with IV anti-protease drug (PI) 


Hi Francis 


| am following up w some response to your email: 


(&) (5) 


COLL0000018826 


The following is the list of action items that it would be useful for the NIH to help us with: 
(b) 6) 


Pls advise how we keep the momentum and any follow up that you suggest 


Best 
b6 


Sent from my iPhone 


On Mar 15, 2021, at 15:46, b6 b6 wrote: 
Francis 


Getting feedback , - 
(b) (5) 


Will confirm details on material available but think all will be fine 


Sent from my iPhone 


On Mar 15, 2021, at 11:08, Collins, Francis (NIH/OD) [E] < b6 wrote: 


Hi b6é , 

| heard some news this morning in the ACTIV War Room that progress in getting the 
Pfizer IV anti-protease into ACTIV-3 is going more slowly than expected. Apparently 
there is difficulty getting the last few volunteers for phase 1? Can we help with that? | 
also heard there might be supply issues, and that might mean delaying South African 
sites until July? 


What can we do to accelerate this? 


Best, Francis 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 3/16/2021 10:21:16 AM 
To: Christine Laine [ b6 
(ef Lauer, Michael! (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=90fe9cae30c64cfbb6 7abd568e882796-lauerm]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4] 

Subject: RE: Possible twin manuscript submission? 

Attachments: MP_manuscript_cover_letter_AIM 031521v2.docx; AP_manuscript_cover_letter_AIM 031521v2.docx 


Dear Dr. Laine, 


Thanks for your interest in this pair of manuscripts from the ACTIV partnership on acceleration of clinical trials 
for COVID-19. They have now been submitted through the on-line portal, and the cover letters are 

attached. We will be very interested in your reaction, and appreciate the offer to arrange an expedited 
review. 


All the best, Francis 


From: Christine Laine < b6 

Sent: Wednesday, March 3, 2021 10:15 AM 

To; Collins, Francis (NIH/OD) [E] < b6 

Cc; Lauer, Michael (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 Adam, 
Stacey (FNIH) [T] < b6 


Subject: Re: Possible twin manuscript submission? 
Dear Dr. Collins, 


Thank you for thinking of Annals of Internal Medicine as a venue for this very interesting work. My colleagues 
and | would welcome the opportunity to formally review these manuscripts. Medicine and Public Issues would 
likely be the best fit, but don't worry about strictly meeting the format requirements prior to submission. 
When you are ready to submit the manuscripts, please do so by going to the "Authors/Submit" link at the top 
of the annals.org home page. We will do our best to expedite review. 


Sincere regards, 
Christine 


Christine Laine, MD, MPH 

Editor in Chief, Annals of Internal Medicine 

Senior VP, American College of Physicians 

Professor of Medicine, Sidney Kimmel Medical College, Thomas Jefferson University 
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From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Wednesday, March 3, 2021 7:57 AM 


To: Christine Laine b6 
Ce: Lauer, Michael (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 Adam, 
Stacey (FNIH) [T] < b6 


Subject: Possible twin manuscript submission? 


ge - Please autious when opening OF athe 


Dear Dr. Laine, 


With encouragement from Mike Lauer, | write to inquire about possible interest at the Annals of Internal 
Medicine in the two manuscripts that are attached (still somewhat in draft form). They describe the 
unprecedented work done through the ACTIV partnership (https://www.nih.gov/research-training/medical- 
research-initiatives/activ) to accelerate therapeutics clinical trials for COVID-19. 


The first article describes the outcome of convening experts from 20 pharmaceutical companies, government 
science agencies, and academia to sift rigorously through hundreds of possible COVID-19 therapeutic agents, 
in order to prioritize those most likely to lead to clinical benefit. The second article describes how a separate 
subset of this expert partnership group prepared master protocols for multiple different clinical settings, to 
make such trials possible in record time. 


| believe these articles would be of considerable interest to readers of the Annals, not only because of the 
details they provide about COVID-19 therapeutic trials, but also because they describe a new model that may 
have significant consequences for how we do clinical research in the future. 

We believe that these manuscripts might be a good fit for either the “Position Papers” section or the 
“Medicine and Public Issues” section of the journal. If necessary, some of the material could be shifted to 
supplementary material. 

Please let me know what you think. 

With best regards, 

Francis S. Collins, M.D., Ph.D. 


Director, NIH 
Co-Chair, ACTIV Executive Committee 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 1/16/2021 9:27:24 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc] 

Subject: FW: [EXTERNAL] RE: Pfizer ACTIV submission 


Fromb 

Sent: Saturday, January 16, 2021 2:54 PM 

To: Collins, Francis (NIH/OD) [E] < b6 
Subject: Re: [EXTERNAL] RE: Pfizer ACTIV submission 


Good plan 
We look forward to the feedback on the IV drug and we are open to add the oral in the next step pending positive 


ACTIV feedback 


Best 
b6 


Sent from my iPhone 


On Jan 16, 2021, at 13:57, Collins, Francis (NIH/OD) [E] b6 wrote: 


Good question. For at least the next several months, I’d like to stick with the ACTIV model, as it 
has made it possible to move things forward more efficiently. The dedication of the Working 
Groups, the access to FNIH program management, and the close connections with FDA help a 


lot here. 

Francis 

From: b6 

Sent: Saturday, January 16, 2021 11:44 AM 
To: Collins, Francis (NIH/OD) [E] b6 


Subject: Re: [EXTERNAL] RE: Pfizer ACTIV submission 
Francis 
One thing that came to my mind, do you regard ACTIV as the main potential way to collaborate 


between NIH-Pfizer on the IV and oral SARSCov2 protease inhibitor (PI) drugs that will be going into 
phase two studies now (iv) or soon (oral)? 
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Do you foresee any alternative potential structure government - company that would be more of a 
closer bilateral collaboration, similarly as you did w MODERNA in the vaccine? | assume the new 
administrator may also use BARDA like pathways 


Just thought it would be good to consider which alternative may be best suited given the dire pandemic 
and this is the first PI. 


What's your thoughts ? 
b6 


Sent from my iPhone 


On Jan 16, 2021, at 09:44, Collins, Francis (NIH/OD) [E] b6 wrote: 


Hey »b6 


This sounds really interesting! | assume Phase 1 data looks good for any safety 
signal. Is the preclinical data available somewhere? |’d bet you are also working 
on an oral or SQ alternative? 


Best, Francis 


From: b6 

Sent: Friday, January 15, 2021 1:10 PM 

To: Collins, Francis (NIH/OD) [E] b6 
Subject: Fwd: Pfizer ACTIV submission 


Hope you will find this compelling 
It’s the first in class highly potent Sarcov2 protease inhibitors . We have human phase 1 
data concluded . 
Would be nice to see if we can work w NIH-ACTIV on this one 
b6 


Sent from my iPhone 


Begin forwarded message: 


From: b6 
Date: January 15, 2021 at 12:52:06 EST 
To: "Adam, Stacey (FNIH) [T]" b6 
Ce: b6 


> 
Subject: Pfizer ACTIV submission 


Dear Stacey 
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| hope all is well. I’d like to give you the heads up that we are submitting 
PF-07304814, our IV protease inhibitor to the ACTIV portal today. We 
also have the |B that can be provided if required under the CDA that was 
signed this week. 

Scott White is the clinical lead for this program and will be the 
submitter. We are hopeful that there will be an interest to collaborate 
on this first in class treatment option for COVID-19. Please let us know if 
you have any questions. 

All the best 

liesa 


b6 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 3/16/2021 11:27:51 PM 
To: Christine Laine [ b6 
(ef Lauer, Michael! (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=90fe9cae30c64cfbb6 7abd568e882796-lauerm]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4] 

Subject: RE: Possible twin manuscript submission? 


Many thanks! 


From: Christine Laine < b6 

Sent: Tuesday, March 16, 2021 6:58 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Lauer, Michael (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 Adam, 
Stacey (FNIH) [T] < b6 

Subject: Re: Possible twin manuscript submission? 


Dear Dr. Collins, 

The manuscripts arrived and are currently under review. Thank you for thinking of Annals as a venue for these 
important articles. 

Regards, 

Christine 


Christine Laine, MD, MPH 

Editor in Chief, Annals of Internal Medicine 

Senior VP, American College of Physicians 

Professor of Medicine, Sidney Kimmel Medical College, Thomas Jefferson University 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Tuesday, March 16, 2021 6:21 AM 

To: Christine Laine < b6 

Cc; Lauer, Michael (NIH/OD) [E] < v6 Wholley, David (FNIH) [T] < b6 Adam, 
Stacey (FNIH) [T] < b6 


Subject: RE: Possible twin manuscript submission? 


Dear Dr. Laine, 


Thanks for your interest in this pair of manuscripts from the ACTIV partnership on acceleration of clinical trials 
for COVID-19. They have now been submitted through the on-line portal, and the cover letters are 

attached. We will be very interested in your reaction, and appreciate the offer to arrange an expedited 
review. 
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All the best, Francis 


From: Christine Laine < b6 

Sent: Wednesday, March 3, 2021 10:15 AM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Lauer, Michael (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 Adam, 
Stacey (FNIH) [T] < v6 


Subject: Re: Possible twin manuscript submission? 
Dear Dr. Collins, 


Thank you for thinking of Annals of Internal Medicine as a venue for this very interesting work. My colleagues 
and | would welcome the opportunity to formally review these manuscripts. Medicine and Public Issues would 
likely be the best fit, but don't worry about strictly meeting the format requirements prior to submission. 
When you are ready to submit the manuscripts, please do so by going to the "Authors/Submit" link at the top 
of the annals.org home page. We will do our best to expedite review. 


Sincere regards, 
Christine 


Christine Laine, MD, MPH 

Editor in Chief, Annals of Internal Medicine 

Senior VP, American College of Physicians 

Professor of Medicine, Sidney Kimmel Medical College, Thomas Jefferson University 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Wednesday, March 3, 2021 7:57 AM 

To: Christine Laine < b6 

Ce: Lauer, Michael (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 Adam, 
Stacey (FNIH) [T] < b6 


Subject: Possible twin manuscript submission? 


Dear Dr. Laine, 


With encouragement from Mike Lauer, | write to inquire about possible interest at the Annals of Internal 
Medicine in the two manuscripts that are attached (still somewhat in draft form). They describe the 
unprecedented work done through the ACTIV partnership (https://www.nih.gov/research-training/medical- 
research-initiatives/activ) to accelerate therapeutics clinical trials for COVID-19. 


The first article describes the outcome of convening experts from 20 pharmaceutical companies, government 
science agencies, and academia to sift rigorously through hundreds of possible COVID-19 therapeutic agents, 
in order to prioritize those most likely to lead to clinical benefit. The second article describes how a separate 
subset of this expert partnership group prepared master protocols for multiple different clinical settings, to 
make such trials possible in record time. 
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| believe these articles would be of considerable interest to readers of the Annals, not only because of the 
details they provide about COVID-19 therapeutic trials, but also because they describe a new model that may 
have significant consequences for how we do clinical research in the future. 


We believe that these manuscripts might be a good fit for either the “Position Papers” section or the 
“Medicine and Public Issues” section of the journal. If necessary, some of the material could be shifted to 
supplementary material. 

Please let me know what you think, 

With best regards, 

Francis S. Collins, M.D., Ph.D. 


Director, NIH 
Co-Chair, ACTIV Executive Committee 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 3/17/2021 1:01:14 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

cee Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc] 

Subject: RE: progress with IV anti-protease drug (PI) 

Done 

From: Wholley, David (FNIH) [T] < b6 

Sent: Tuesday, March 16, 2021 4:41 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Freire, Maria (FNIH) [T] < v6 


Subject: progress with IV anti-protease drug (PI) 


HI Francis: Here is my suggested response to b6 


Hi b6 


(b) (5) 
(b) (5) 


Thanks so much for your prompt response. I’ve done some checking with our ACTIV teams, and my responses to your 


observations and questions are in italics below: 


From: b6 b6 
Sent: Monday, March 15, 2021 8:09 PM 
To: Collins, Francis (NIH/OD) [E] < b6 


Subject: progress with IV anti-protease drug (PI) 


Hi Francis 


lam following up w some response to your email: 


(b) G) 
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(b) (6) 


The following is the list of action items that it would be useful for the NIH to help us with: 
(6) 6) 


Pls advise how we keep the momentum and any follow up that you suggest 


! do have one additional request relative to PF-07304814, and that is to see if you can help accelerate negotiations 
around the Clinical Trial Agreement, which | am told have been rather siow. 


Best 
b6 


Sent from my iPhone 


On Mar 15, 2021, at 15:46, b6 b6 wrote: 
Francis 


Getting feedback , - 
(b) (5) 


Will confirm details on material available but think all will be fine 


Sent from my iPhone 
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On Mar 15, 2021, at 11:08, Collins, Francis (NIH/OD) [E] b6 wrote: 
Hi b6 

| heard some news this morning in the ACTIV War Room that progress in getting the 
Pfizer IV anti-protease into ACTIV-3 is going more slowly than expected. Apparently 
there is difficulty getting the last few volunteers for phase 1? Can we help with that? | 
also heard there might be supply issues, and that might mean delaying South African 
sites until July? 


What can we do to accelerate this? 


Best, Francis 
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From: 


Sent: 
To: 


Subject: 


From: 


Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

3/17/2021 1:36:29 AM 

Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Freire, Maria (FNIH) [T] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Tabak, Lawrence (NIH/OD) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|]; Lane, Cliff (NIH/NIAID) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Anderson, James (NIH/OD) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Rutter, Joni 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=157b2517ddbS46a8a72844c3Seadb062-jrutter]; Patterson, Amy (NIH/NHLBI) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f3191d65bb70f-pattersa]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras] 

FW: [EXTERNAL] FW: progress with IV anti-protease drug (PI) 


b6 b6 


Sent: Tuesday, March 16, 2021 9:05 PM 


To: Coll 
Subject 


Francis 


ins, Francis (NIH/OD) [E] < b6 
': Re: [EXTERNAL] FW: progress with IV anti-protease drug (PI) 


Many thanks for helpful answers 
| will follow up on your requests 
Look forward to work closely together on this 


Sent from my iPhone 


On Mar 16, 2021, at 21:02, Collins, Francis (NIH/OD) [E] < b6 wrote: 


Hi Mikael: 

Thanks so much for your prompt response. I’ve done some checking with our ACTIV teams, and my 
responses to your observations and questions are in italics below. 

Best, Francis 


From: b6 b6 
Sent: Monday, March 15, 2021 8:09 PM 
To: Collins, Francis (NIH/OD) [E] < b6 


Subject: progress with IV anti-protease drug (PI) 


Hi Francis 
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| am following up w some response to your email: 


) 6) 


The following is the list of action items that it would be useful for the NIH to help us with: 
(b) (5) 


Pls advise how we keep the momentum and any follow up that you suggest 


| do have one additional request relative to PF-07304814, and that is to see if you can help accelerate 
negotiations around the Clinical Trial Agreement, which | am told have been rather slow. 


Best 
b6é 


Sent from my iPhone 


COLL0000018838 


On Mar 15, 2021, at 15:46, b6 b6 wrote: 


Francis 


Getting feedback , - 
) G6) 


Will confirm details on material available but think all will be fine 

Sent from my iPhone 
On Mar 15, 2021, at 11:08, Collins, Francis (NIH/OD) [E] 
4 v6 wrote: 
Hi bé , 
| heard some news this morning in the ACTIV War Room that progress in 
getting the Pfizer IV anti-protease into ACTIV-3 is going more slowly 
than expected. Apparently there is difficulty getting the last few 
volunteers for phase 1? Can we help with that? | also heard there 
might be supply issues, and that might mean delaying South African 
sites until July? 


What can we do to accelerate this? 


Best, Francis 


COLL0000018838 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 1/17/2021 1:44:16 AM 

To: Jernigan, Daniel B. (CDC/DDID/NCIRD/ID) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=50461b222f148348e5f1a8c1fc6aa07-DBJO) 

ce: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1afS2dc4a427ea3d34f1e072f8cb7-menetskijp]; Tabak, Lawrence 
(INIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|]; Brennan, Patti (NIH/NLM) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a15fb17e820c4a418b87b86db1dfd6ff-brennanpf]) 

Subject: GISAID and data access limitations 


Dear Dan, 


Thanks very much for the opportunity to work with you and CDC on the increasingly serious issue of mutations in SARS- 
CoV-2 that might affect the efficacy of vaccines and monoclonal antibodies. 


| wanted to ask your advice about the GISAID database. | know this was originally developed during the HSN1 influenza 
outbreak. GISAID then stepped forward in 2020 to make its capabilities available in the context of the threats from SARS- 
CoV-2. That was a good thing, but unfortunately | understand that GISAID strictly limits access to data. This will block 
some of the plans for the new NCBI database the ACTIV project is proposing, and seems like the wrong model in the 
midst of a global pandemic. 


| hope the GISAID leadership might be willing to reconsider this policy. Is this something that you have already 
approached? | would think the CDC SPHERES project would be particularly interested in encouraging open access across 
the world for this kind of data, especially with the rapid emergence of new SARS-CoV-2 variants that may have major 
significance. From the web, | see that David Wentworth of CDC is on the GISAID Scientific Advisory Committee, could he 
help make this case? 


On behalf of NIH (including NCBI/NLM and NIAID) | am flagging this as an important issue. | would like to work with CDC 
in seeking a more open approach by GISAID. | would bet that Rochelle Walensky would also support this. Can | get your 
advice on how this might be best approached? 


Thanks for your help, 


Francis 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 3/17/2021 10:12:01 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

ce: Lane, Cliff (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Tabak, Lawrence (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc] 

Subject: RE: [EXTERNAL] FW: progress with IV anti-protease drug (PI) 


It would be truly unfortunate if the oral anti-protease was slowed down. To whom does this funding request 
go at this point? Kessler? 


FC 

From; Wholley, David (FNIH) [T] < b6 

Sent: Wednesday, March 17, 2021 4:27 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Lane, Cliff (NIH/NIAID) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 Freire, 
Maria (FNIH) [T] < b6 


Subject: RE: [EXTERNAL] FW: progress with IV anti-protease drug (PI) 


Hi Francis: 

| just got off the ACTIV TOC call, where b6 —_ request below to have the ACTIV-2 team begin engaging with Pfizer's 
team on their oral protease inhibitor was discussed. I’m glad to report that the ACTIV-2 leadership is ready to begin 
those discussions, and are very interested to understand more about the drug. A major caution however: while it’s 
great to see b6 enthusiasm for trying to move the oral drug even further forward (from mid- to early May), there 
are several issues that may make that meeting that timeframe problematic. The trial is already at capacity, with new 
drugs coming in, and the team’s thinking has been that the network would be able to take this on more like early 

June. And, as Peter Kim reminded me, there is still the issue of budget for this: NIAID has funding to bring in new agents 
only up through the BMS/RU agent, and would need new funding out of OWS/USG Therapeutics to test the Pfizer oral 
agent. Kevin Bugin, who was on the call, said that OWS has raised this but are not sure it is getting heard, and that in his 
opinion your voice added to the chorus would be of great help. 


Everyone is very appreciative of your efforts to help keep the Pfizer IV agent on track; the next meeting with them, as I 
mentioned on this morning's war room, will be Friday morning at 10 AM. 


David 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Tuesday, March 16, 2021 9:36 PM 

To: Wholley, David (FNIH) [T] < b6 Freire, Maria (FNIH) [T] < b6 Tabak, Lawrence 
(NIH/OD) [E] < b6 Lane, Cliff (NIH/NIAID) [E] < b6 Anderson, James (NIH/OD) 
[El< b6 Rutter, Joni (NIH/NCATS) [E] < b6 Patterson, Amy (NIH/NHLBI) [E] 
< b6 Parker, Ashley (NIH/OD) [E] < b6 


Subject: FW: [EXTERNAL] FW: progress with IV anti-protease drug (PI) 
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From: b6 b6 

Sent: Tuesday, March 16, 2021 9:05 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Subject: Re: [EXTERNAL] FW: progress with IV anti-protease drug (PI) 


Francis 


Many thanks for helpful answers 

| will follow up on your requests 

Look forward to work closely together on this 
Mikael 


Sent from my iPhone 


On Mar 16, 2021, at 21:02, Collins, Francis (NIH/OD) [E] < v6 wrote: 


Hi b6 

Thanks so much for your prompt response. I’ve done some checking with our ACTIV teams, and my 
responses to your observations and questions are in italics below. 

Best, Francis 


From: b6 b6 
Sent: Monday, March 15, 2021 8:09 PM 
To: Collins, Francis (NIH/OD) [E] < b6 


Subject: progress with IV anti-protease drug (PI) 


Hi Francis 


| am following up w some response to your email: 


) 6) 


COLL0000018841 


The following is the list of action items that it would be useful for the NIH to help us with: 
b) G) 


Pls advise how we keep the momentum and any follow up that you suggest 


| do have one additional request relative to PF-07304814, and that is to see if you can help accelerate 
negotiations around the Clinical Trial Agreement, which lam told have been rather slow. 


Best 
b6 


Sent from my iPhone 


On Mar 15, 2021, at 15:46, b6 b6 wrote: 


Francis 


Getting feedback , - 
6) (5) 


Will confirm details on material available but think all will be fine 


Sent from my iPhone 


On Mar 15, 2021, at 11:08, Collins, Francis (NIH/OD) [E] 
< b6 wrote: 
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Hi b6é 


| heard some news this morning in the ACTIV War Room that progress in 
getting the Pfizer IV anti-protease into ACTIV-3 is going more slowly 
than expected. Apparently there is difficulty getting the last few 
volunteers for phase 1? Can we help with that? | also heard there 
might be supply issues, and that might mean delaying South African 
sites until July? 


What can we do to accelerate this? 


Best, Francis 


COLL0000018841 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ESOD2FFOB6C2-COLLINSF] 


Sent: 3/17/2021 10:13:40 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

ce: Lane, Cliff (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc] 

Subject: RE: Regeneron 


I'd be glad to reach out to REGN — would need to know who the point of contact has been. Having a draft e- 
mail so that | all of the details are correct would be helpful. 


FC 


From: Wholley, David (FNIH) [T] < b6é 

Sent: Wednesday, March 17, 2021 4:39 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Lane, Cliff (NIH/NIAID) [E] < b6 Freire, Maria (FNIH) [T] < b6 
Subject: Regeneron 


Hi, Francis: 
(b) (5) 


Thanks, 
David 


David Wholley 
Senior Vice-President, Research Partnerships 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 3/17/2021 10:56:50 AM 

To: Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras] 

cet George, Jill (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f90bffb4b3a2464382adc29b127aed4e-georgejil] 

Subject: FW: Need a bit more help with Hever presentation 


Attachments: 210315_ACTIV_MVP_Report_v3.1.xlsx; 2021 03 12 Emerging Variant SITREP.pdf 


Hi Ashley, 


My schedule is truly brutal this week — so | need your help to put together a summary slide that captures the 
main points in my highlighted sentence below. The information is all there in the SIG and TRACE reports, but it 
needs to be simplified to be easily conveyed in a slide for Hever. 


Can you take a crack and this and have something for me to look at by this afternoon? 


Francis 


From: Menetski, Joseph (FNIH) [T] < b6 

Sent: Tuesday, March 16, 2021 8:45 AM 

To: Collins, Francis (NIH/OD) [E] < b6 Santos, Michael (FNIH) [T] < b6 

Cc: Wholley, David (FNIH) [T] < b6 Parker, Ashley (NIH/OD) [E] < b6 Freire, Maria 
(FNIH) [T] < b6 

Subject: RE: Need a bit more help with Hever presentation 


Hi Francis, 

We have several sources of information that you could use to generate a table as a talking point. 

Mike has had presentations in the vaccine group that touched on changes in neutralization and | am pasting some 
papers from those presenters (from Mike). 


In the Vaccines WG, we’ve seen data from individual teams (like David Ho's: https://www.natu’ 
021-03398-2 for B.1.1.7 and B.1.351 and https://www.biorxiv.org/content/10.1101/2021. 


| have attached the latest version of the (b) (5) 
(b) ) 


Best regards, 
Joe 


From: Collins, Francis (NIH/OD) [E] bé6 
Sent: Monday, March 15, 2021 8:46 PM 
To: Menetski, Joseph (FNIH) [T] b6 Santos, Michael (FNIH) [T] v6 
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Cc: Wholley, David (FNIH) [T] < b6 Parker, Ashley (NIH/OD) [E] b6 
Subject: Need a bit more help with Hever presentation 


Hi Joe and Mike, 
l’'m supposed to moderate a 20-minute session at the Hever meeting on Friday on “variant strains and implications for 
vaccines and therapeutics”. That means | should start with a summary of the main points, and then open it for 


discussion by the assembled pharma science leaders (and FDA). 


This will give me a chance to highlight TRACE. ©) 
(b) 6) 


Francis 


COLL0000018843 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 3/17/2021 10:41:07 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

ce: Lane, Cliff (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Tabak, Lawrence (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc] 


Subject: RE: [EXTERNAL] FW: progress with IV anti-protease drug (PI) 

Yes please 

From: Wholley, David (FNIH) [T] < b6 

Sent: Wednesday, March 17, 2021 6:30 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Lane, Cliff (NIH/NIAID) [E] < b6é Tabak, Lawrence (NIH/OD) [E] < b6 Freire, 
Maria (FNIH) [T] < b6 


Subject: RE: [EXTERNAL] FW: progress with |V anti-protease drug (PI) 


'dassume so. How about if | ask Kevin Bugin whom he’s talked with about this—if anyone. 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Wednesday, March 17, 2021 6:12 PM 

To: Wholley, David (FNIH) [T] < b6 

Cc: Lane, Cliff (NIH/NIAID) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 Freire, 
Maria (FNIH) [T] < b6 


Subject: RE: [EXTERNAL] FW: progress with |V anti-protease drug (PI) 


It would be truly unfortunate if the oral anti-protease was slowed down. To whom does this funding request 
go at this point? Kessler? 


FC 

From: Wholley, David (FNIH) [T] < b6 

Sent: Wednesday, March 17, 2021 4:27 PM 

To: Collins, Francis (NIH/OD) [E] b6 

Cc: Lane, Cliff (NIH/NIAID) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 Freire, 
Maria (FNIH) [T] < b6 


Subject: RE: [EXTERNAL] FW: progress with |V anti-protease drug (PI) 


Hi Francis: 

| just got off the ACTIV TOC call, where 66 request below to have the ACTIV-2 team begin engaging with Pfizer’s 
team on their oral protease inhibitor was discussed. I’m glad to report that the ACTIV-2 leadership is ready to begin 
those discussions, and are very interested to understand more about the drug. A major caution however: while it’s 
greattosee b6 ‘s enthusiasm for trying to move the oral drug even further forward (from mid- to early May), there 
are several issues that may make that meeting that timeframe problematic. The trial is already at capacity, with new 
drugs coming in, and the team’s thinking has been that the network would be able to take this on more like early 

June. And, as Peter Kim reminded me, there is still the issue of budget for this: NIAID has funding to bring in new agents 


COLL0000018846 


only up through the BMS/RU agent, and would need new funding out of OWS/USG Therapeutics to test the Pfizer oral 
agent. Kevin Bugin, who was on the call, said that OWS has raised this but are not sure it is getting heard, and that in his 
opinion your voice added to the chorus would be of great help. 


Everyone is very appreciative of your efforts to help keep the Pfizer IV agent on track; the next meeting with them, as | 
mentioned on this morning's war room, will be Friday morning at 10 AM. 


David 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Tuesday, March 16, 2021 9:36 PM 

To: Wholley, David (FNIH) [T] < b6é Freire, Maria (FNIH) [T] < b6 Tabak, Lawrence 
(NIH/OD) [E] < b6 Lane, Cliff (NIH/NIAID) [E] < b6 Anderson, James (NIH/OD) 
[E]< b6 Rutter, Joni (NIH/NCATS) [E] < b6 Patterson, Amy (NIH/NHLBI) [E] 
g b6 Parker, Ashley (NIH/OD) [E] < b6 


Subject: FW: [EXTERNAL] FW: progress with IV anti-protease drug (P|) 


From: b6 b6 
Sent: Tuesday, March 16, 2021 9:05 PM 
To: Collins, Francis (NIH/OD) [E] < b6 


Subject: Re: [EXTERNAL] FW: progress with |V anti-protease drug (PI!) 
Francis 


Many thanks for helpful answers 

| will follow up on your requests 

Look forward to work closely together on this 
Mikael 


Sent from my iPhone 


On Mar 16, 2021, at 21:02, Collins, Francis (NIH/OD) [E] < b6 wrote: 


Hi Mikael: 

Thanks so much for your prompt response. I’ve done some checking with our ACTIV teams, and my 
responses to your observations and questions are in italics below. 

Best, Francis 


From: b6 b6 
Sent: Monday, March 15, 2021 8:09 PM 
To: Collins, Francis (NIH/OD) [E] < bé6 


Subject: progress with IV anti-protease drug (PI) 


Hi Francis 


| am following up w some response to your email: 
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0) 6) 


The following is the list of action items that it would be useful for the NIH to help us with: 


() (5) 


Pls advise how we keep the momentum and any follow up that you suggest 


| do have one additional request relative to PF-07304814, and that is to see if you can help accelerate 
negotiations around the Clinical Trial Agreement, which | am told have been rather slow. 


Best 
b6 


Sent from my iPhone 


On Mar 15, 2021, at 15:46, b6 b6 wrote: 


Francis 
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Getting feedback , - 
(6) 6) 


Will contirm details on material available but think all will be tine 

Sent from my iPhone 
On Mar 15, 2021, at 11:08, Collins, Francis (NIH/OD) [E] 
< b6 wrote: 
Hi Mikael, 
| heard some news this morning in the ACTIV War Room that progress in 
getting the Pfizer lV anti-protease into ACTIV-3 is going more slowly 
than expected. Apparently there is difficulty getting the last few 
volunteers for phase 1? Can we help with that? | also heard there 
might be supply issues, and that might mean delaying South African 
sites until July? 


What can we do to accelerate this? 


Best, Francis 


COLL0000018846 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 3/18/2021 12:13:33 AM 
To: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!] 
Subject: FW: [EXTERNAL] Funding request for Pfizer oral protease inhibitor 
This is what Cliff was referring to — (b) (5) 
(b) (5) And could even cover adding the oral drug to ACTIV-6, along 


with ivermectin and fluvoxamine — though that has not yet been formally proposed. 


From: Wholley, David (FNIH) [T] < bé 
Sent: Wednesday, March 17, 2021 7:59 PM 
To: Collins, Francis (NIH/OD) [E] b6 Tabak, Lawrence (NIH/OD) [E] < b6 
Ce: Freire, Maria (FNIH) [T] < b6 Lane, Cliff (NIH/NIAID) [E] < b6 Parker, Ashley 
(NIH/OD) [E] < b6 Kim, Peter (NIH/NIAID) [E] < b6 
Subject: FW: [EXTERNAL] Funding request for Pfizer oral protease inhibitor 
(b) () 
From: Bugin, Kevin b6 
Sent: Wednesday, March 17, 2021 7:25 PM 
To: Wholley, David (FNIH) [T] < b6 
Ce: Kim, Peter (NIH/NIAID) [E] < b6 Lane, Cliff (NIH/NIAID) [E] b6 >; Johnson, 
Martin S. (NIH/NIAID) [E] < b6 


Subject: RE: [EXTERNAL] Funding request for Pfizer oral protease inhibitor 
Hi David, 


Looping in Martin Johnson. 
(b) (5) 


| guess two points for Dr. Collins: 
(1) (b) 5) 


(2) 


Hope this is helpful! 
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Kevin 


From: Wholley, David (FNIH) [T] b6 

Sent: Wednesday, March 17, 2021 6:43 PM 

To: Bugin, Kevin b6 

Cc: Kim, Peter S (NIH) b6 >; Lane, Henry C (NIH) < 6 


Subject: [EXTERNAL] Funding request for Pfizer oral protease inhibitor 


CAUTION: This email originated from outside of the organization. Do not click links or open attachments unless you recognize the 
| sender and know the content is safe. 


Hi Kevin— 

Francis has agreed to help push this as a priority. He’s asked who you've spoken with so far about this and who actually 
ultimately approves it (he’s guessing David Kessler but wanted to make sure). Also, Peter, is there any kind of estimate 
of what NIAID would need to do this? Thanks, David 


David Wholley 
Seniar Vice-President, Research Partnerships 
Foundation for the National Institutes of Health 
b6 fhih.ore 
11400 Rockville Pike Suite 600 Noxth Bethesda, MD 20852 


PENIH 25 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=4 10E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 3/18/2021 12:17:59 AM 

To: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl] 

Subject: RE: [EXTERNAL] Funding request for Pfizer oral protease inhibitor 


Quite possibly. Let’s see what the plans look like... 


From: Tabak, Lawrence (NIH/OD) [E] < b6 

Sent: Wednesday, March 17, 2021 8:16 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Subject: Re: [EXTERNAL] Funding request for Pfizer oral protease inhibitor 


Ok - ©) 


From: Francis Collins b6 

Date: Wednesday, March 17, 2021 at 8:13 PM 

To: "Tabak, Lawrence (NIH/OD) [E]" < b6 

Subject: FW: [EXTERNAL] Funding request for Pfizer oral protease inhibitor 


This is what Cliff was referring to — (&) (5) 
And could even cover adding the oral drug to ACTIV-6, along 
with ivermectin and fluvoxamine — though that has not yet been formally proposed. 


From: Wholley, David (FNIH) [T] < b6 
Sent: Wednesday, March 17, 2021 7:59 PM 
To: Collins, Francis (NIH/OD) [E] < b6 >; Tabak, Lawrence (NIH/OD) [E] < b6 
Ce: Freire, Maria (FNIH) [T] b6 ; Lane, Cliff (NIH/NIAID) [E] b6 >; Parker, Ashley 
(NIH/OD) [E] < b6 Kim, Peter (NIH/NIAID) [E] b6 
Subject: FW: [EXTERNAL] Funding request for Pfizer oral protease inhibitor 
(b) (5) 
From: Bugin, Kevin b6 
Sent: Wednesday, March 17, 2021 7:25 PM 
To: Wholley, David (FNIH) [T] b6 
Cc: Kim, Peter (NIH/NIAID) [E] < b6 Lane, Cliff (NIH/NIAID) [E] < b6 Johnson, 
Martin S. (NIH/NIAID) [E] b6 


Subject: RE: [EXTERNAL] Funding request for Pfizer oral protease inhibitor 
Hi David, 


Looping in Martin Johnson. 


(b) G) 


COLL0000018848 


@) 6) 


| guess two points for Dr. Collins: 


(a) ©6) 


(2) 


Hope this is helpful! 


Kevin 

From: Wholley, David (FNIH) [T] b6 

Sent: Wednesday, March 17, 2021 6:43 PM 

To: Bugin, Kevin b6 

Cc: Kim, Peter S (NIH) bane, Henry C (NIH) b6 


Subject: [EXTERNAL] Funding request for Pfizer oral protease inhibitor 


CAUTION: This email originated from outside of the organization. Do not click links or open attachments unless you recognize the 
sender and know the content is safe. 


Hi Kevin— 

Francis has agreed to help push this as a priority. He’s asked who you've spoken with so far about this and who actually 
ultimately approves it (he’s guessing David Kessler but wanted to make sure). Also, Peter, is there any kind of estimate 
of what NIAID would need to do this? Thanks, David 


David Wholley 
Senior Vice-President, Research Partnerships 
Foundation for the National Institutes of Health 
b6 fnih.org 
11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


linge) 
©FNIH 


COLL0000018848 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 3/18/2021 12:40:19 AM 

To: Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeOGebd70-parkeras] 

Ls George, Jill (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f90bffb4b3a2464382adc29b127aed4e-georgejil] 

Subject: RE: Need a bit more help with Hever presentation 

Hi Ashley, 


Thanks for working on this. It’s stilla very busy slide, however — to make it more legible, how about deleting 
the last 4 columns (NCBI reported frequency and trends)? Also it would be good to make the column heading 
of “flagged activity change” yellow or red, and the column with “no activity change” green. And CDC just 
today called CAL.20C a VOC, so that should now be yes. 


Francis 

From: Parker, Ashley (NIH/OD) [E] < b6é 
Sent: Wednesday, March 17, 2021 4:30 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: George, Jill (NIH/OD) [E] < b6 


Subject: RE: Need a bit more help with Hever presentation 

Hi Francis, 

Attached is a draft summary slide of the TRACE report highlighting the specific variants requested. I’ve sent this for Joe 
to review as well but currently waiting for any edits. Also, please note CP is listed in both the “flagged activity change 
and no activity change” for the P1 variant which seems contradictory but I've asked Joe for clarity. 


We standby for any edits. 


Thanks, 
Ashley 


From: Parker, Ashley (NIH/OD) [E] 

Sent: Wednesday, March 17, 2021 9:32 AM 

To: Collins, Francis (NIH/OD) [E] b6 

Cc: George, Jill (NIH/OD) [E] b6é 

Subject: RE: Need a bit more help with Hever presentation 


Hi Francis, 
We will pull this together and have a version for your review this afternoon. 


Thanks, 
Ashley 


From: Collins, Francis (NIH/OD) [E] b6 
Sent: Wednesday, March 17, 2021 6:57 AM 


COLL0000018849 


To: Parker, Ashley (NIH/OD) [E] b 
Cc: George, Jill (NIH/OD) [E] b6 
Subject: FW: Need a bit more help with Hever presentation 


Hi Ashley, 


My schedule is truly brutal this week — so | need your help to put together a summary slide that captures the 
main points in my highlighted sentence below. The information is all there in the SIG and TRACE reports, but it 
needs to be simplified to be easily conveyed in a slide for Hever. 


Can you take a crack and this and have something for me to look at by this afternoon? 


Francis 


From: Menetski, Joseph (FNIH) [T] b6 

Sent: Tuesday, March 16, 2021 8:45 AM 

To: Collins, Francis (NIH/OD) [E] b6 ; Santos, Michael (FNIH) [T]  b6 

Ce: Wholley, David (FNIH) [T] b6 Parker, Ashley (NIH/OD) [E] < b6 Freire, Maria 
(FNIH) [7] b6 

Subject: RE: Need a bit more help with Hever presentation 


Hi Francis, 

We have several sources of information that you could use to generate a table as a talking point. 

Mike has had presentations in the vaccine group that touched on changes in neutralization and | am pasting some 
papers from those presenters (from Mike). 


In the Vaccines WG, we’ve seen data from individual teams (like David Ho’: 
021-03398-2 for B.1.1.7 and B.1.351 and https://www.biorxiv.org/content/1 


| have attached the latest version of the (b) (5) 
() (5) 


Best regards, 


Joe 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Monday, March 15, 2021 8:46 PM 

To: Menetski, Joseph (FNIH) [T] b6 Santos, Michael (FNIH) [T] b6 
Cc: Wholley, David (FNIH) [T] b6 ; Parker, Ashley (NIH/OD) [E] < b6 


Subject: Need a bit more help with Hever presentation 
Hi Joe and Mike, 
I’m supposed to moderate a 20-minute session at the Hever meeting on Friday on “variant strains and implications for 


vaccines and therapeutics”. That means | should start with a summary of the main points, and then open it for 
discussion by the assembled pharma science leaders (and FDA). 


COLL0000018849 


This will give mea chance to highlight TRACE. 6) ) 
(&) (5) 


Francis 


COLL0000018849 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 3/18/2021 1:48:40 AM 

To: Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras] 

cee George, Jill (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f90bffb4b3a2464382adc29b127aed4e-georgejil] 

Subject: RE: Need a bit more help with Hever presentation 

Hi Ashley, 


Checking to see if you are able to help with this slide this evening, or whether | should wrestle with it myself. | 
know Morten wants the set tonight. 


FC 


From: Collins, Francis (NIH/OD) [E] 

Sent: Wednesday, March 17, 2021 8:40 PM 

To: Parker, Ashley (NIH/OD) [E] < b6 

Ce: George, Jill (NIH/OD) [E] < b6 

Subject: RE: Need a bit more help with Hever presentation 


Hi Ashley, 


Thanks for working on this. It’s still a very busy slide, however — to make it more legible, how about deleting 
the last 4 columns (NCBI reported frequency and trends)? Also it would be good to make the column heading 
of “flagged activity change” yellow or red, and the column with “no activity change” green. And CDC just 
today called CAL.20C a VOC, so that should now be yes. 


Francis 

From: Parker, Ashley (NIH/OD) [E] < b6 
Sent: Wednesday, March 17, 2021 4:30 PM 

To: Collins, Francis (NIH/OD) [E] b6 

Cc: George, Jill (NIH/OD) [E] b6 


Subject: RE: Need a bit more help with Hever presentation 

Hi Francis, 

Attached is a draft summary slide of the TRACE report highlighting the specific variants requested. I’ve sent this for Joe 
to review as well but currently waiting for any edits. Also, please note CP is listed in both the “flagged activity change 
and no activity change” for the P1 variant which seems contradictory but I’ve asked Joe for clarity. 


We standby for any edits. 


Thanks, 
Ashley 


From: Parker, Ashley (NIH/OD) [E] 
Sent: Wednesday, March 17, 2021 9:32 AM 


COLLO0000018850 


To: Collins, Francis (NIH/OD) [E] b6 
Cc: George, Jill (NIH/OD) [E] b6 
Subject: RE: Need a bit more help with Hever presentation 


Hi Francis, 
We will pull this together and have a version for your review this afternoon. 


Thanks, 
Ashley 


From: Collins, Francis (NIH/OD) [E] b6 

Sent: Wednesday, March 17, 2021 6:57 AM 

To; Parker, Ashley (NIH/OD) [E] < v6 

Cc: George, Jill (NIH/OD) [E] < b6 

Subject: FW: Need a bit more help with Hever presentation 


Hi Ashley, 


My schedule is truly brutal this week — so | need your help to put together a summary slide that captures the 
main points in my highlighted sentence below. The information is all there in the SIG and TRACE reports, but it 
needs to be simplified to be easily conveyed in a slide for Hever. 


Can you take a crack and this and have something for me to look at by this afternoon? 


Francis 


From: Menetski, Joseph (FNIH) [T] b6 

Sent: Tuesday, March 16, 2021 8:45 AM 

To: Collins, Francis (NIH/OD) [E] b6 ; Santos, Michael (FNIH) [T] b6 

Cc: Wholley, David (FNIH) [T] b6 Parker, Ashley (NIH/OD) [E] v6 >; Freire, Maria 
(FINIH) [7] b6 

Subject: RE: Need a bit more help with Hever presentation 


Hi Francis, 

We have several sources of information that you could use to generate a table as a talking point. 

Mike has had presentations in the vaccine group that touched on changes in neutralization and | am pasting some 
papers from those presenters (from Mike). 


In the Vaccines WG, we’ve seen data from individual teams (like David Ho’s: https://www.nature.cor/articles/s41586- 
Q21-03398-2 for B.1.1.7 and B.1.351 and https://www.biorxiv.org/content/10.1101/2021.03.01.433466v1 for P.1). 


| have attached the latest version of the (b) (5) 
(b) 6S) 


Best regards, 
Joe 


COLL0000018850 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Monday, March 15, 2021 8:46 PM 

To: Menetski, Joseph (FNIH) [T] v6 Santos, Michael (FNIH) [T] b6 > 
Cc: Wholley, David (FNIH) [T] b6 ; Parker, Ashley (NIH/OD) [E] b6 > 
Subject: Need a bit more help with Hever presentation 


Hi Joe and Mike, 


’'m supposed to moderate a 20-minute session at the Hever meeting on Friday on “variant strains and implications for 
vaccines and therapeutics”. That means | should start with a summary of the main points, and then open it for 
discussion by the assembled pharma science leaders (and FDA). 


This will give me a chance to highlight TRACE. ©) 6) 


(6) G) 


Francis 


COLL0000018850 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 3/17/2021 10:59:03 PM 

To: Lane, Cliff (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82{2de-clane]; Tabak, Lawrence (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabdak!] 

Subject: RE: Confidential to the two of you. Re: [EXTERNAL] FW: progress with IV anti-protease drug (PI) 


Point very well taken! 


From: Lane, Cliff (NIH/NIAID) [E] < b6 
Sent: Wednesday, March 17, 2021 6:47 PM 
To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 


Subject: Confidential to the two of you. Re: [EXTERNAL] FW: progress with IV anti-protease drug (Pl) 


Francis/Larry — Iam just sending this to the two of you. It might be a bit sensitive. 


(6) G) 


As an additional thought — (b) (5) 


Cliff 


From: "Collins, Francis (NIH/OD) [E]" < b6 

Date: Wednesday, March 17, 2021 at 6:12 PM 

To: "Wholley, David (FNIH) [T]" < b6 

Ce: "Lane, Cliff (NIH/NIAID) [E]" < b6 Lawrence Tabak < b6 "Freire, 
Maria (FNIH) [T]" < b6 

Subject: RE: [EXTERNAL] FW: progress with IV anti-protease drug (P!) 


It would be truly unfortunate if the oral anti-protease was slowed down. To whom does this funding request 
goat this point? Kessler? 


FC 

From: Wholley, David (FNIH) [T] < b6 

Sent: Wednesday, March 17, 2021 4:27 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Lane, Cliff (NIH/NIAID) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 Freire, 
Maria (FNIH) [T] < b6 


Subject: RE: [EXTERNAL] FW: progress with IV anti-protease drug (PI) 


Hi Francis: 


COLL0000018851 


| just got off the ACTIV TOC call, where b6 —_ request below to have the ACTIV-2 team begin engaging with Pfizer's 
team on their oral protease inhibitor was discussed. I’m glad to report that the ACTIV-2 leadership is ready to begin 
those discussions, and are very interested to understand more about the drug. A major caution however: while it’s 
greattosee b6 enthusiasm for trying to move the oral drug even further forward (from mid- to early May), there 
are several issues that may make that meeting that timeframe problematic. The trial is already at capacity, with new 
drugs coming in, and the team’s thinking has been that the network would be able to take this on more like early 

June. And, as Peter Kim reminded me, there is still the issue of budget for this: NIAID has funding to bring in new agents 
only up through the BMS/RU agent, and would need new funding out of OWS/USG Therapeutics to test the Pfizer oral 
agent. Kevin Bugin, who was on the call, said that OWS has raised this but are not sure it is getting heard, and that in his 
opinion your voice added to the chorus would be of great help. 


Everyone is very appreciative of your efforts to help keep the Pfizer IV agent on track; the next meeting with them, as | 
mentioned on this morning's war room, will be Friday morning at 10 AM. 


David 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Tuesday, March 16, 2021 9:36 PM 

To: Wholley, David (FNIH) [T] < b6 Freire, Maria (FNIH) [T] < b6 Tabak, Lawrence 
(NIH/OD) [E] < b6 Lane, Cliff (NIH/NIAID) [E] < b6 Anderson, James (NIH/OD) 
[E]< b6 Rutter, Joni (NIH/NCATS) [E] < b6 Patterson, Amy (NIH/NHLBI) [E] 
< b6 Parker, Ashley (NIH/OD) [E] < b6 


Subject: FW: [EXTERNAL] FW: progress with IV anti-protease drug (P!) 


From: b6 b6 
Sent: Tuesday, March 16, 2021 9:05 PM 
To: Collins, Francis (NIH/OD) [E] < b6 


Subject: Re: [EXTERNAL] FW: progress with |V anti-protease drug (PI) 
Francis 


Many thanks for helpful answers 

| will follow up on your requests 

Look forward to work closely together on this 
b6 


Sent from my iPhone 


On Mar 16, 2021, at 21:02, Collins, Francis (NIH/OD) [E] < b6 wrote: 


Hi b6 

Thanks so much for your prompt response. I’ve done some checking with our ACTIV teams, and my 
responses to your observations and questions are in italics below. 

Best, Francis 


From: b6 bé 
Sent: Monday, March 15, 2021 8:09 PM 
To: Collins, Francis (NIH/OD) [E] < b6 


Subject: progress with IV anti-protease drug (Pl) 


COLL0000018851 


Hi Francis 


| am following up w some response to your email: 


(6) 6) 


The following is the list of action items that it would be useful for the NIH to help us with: 
(b) (5) 


Pls advise how we keep the momentum and any follow up that you suggest 


| do have one additional request relative to PF-07304814, and that is to see if you can help accelerate 
negotiations around the Clinical Trial Agreement, which | am told have been rather slow. 


Best 
b6 


COLL0000018851 


Sent from my iPhone 


On Mar 15, 2021, at 15:46, b6 bé6 wrote: 


Francis 


Getting feedback , - 
6) 6) 


Will confirm details on material available but think all will be fine 


Sent from my iPhone 


On Mar 15, 2021, at 11:08, Collins, Francis (NIH/OD) [E] 
< b6 wrote: 


Hi (b) 6), 


| heard some news this morning in the ACTIV War Room that progress in 
getting the Pfizer IV anti-protease into ACTIV-3 is going more slowly 
than expected. Apparently there is difficulty getting the last few 
volunteers for phase 1? Can we help with that? | also heard there 
might be supply issues, and that might mean delaying South African 
sites until July? 


What can we do to accelerate this? 


Best, Francis 


COLL0000018851 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 1/17/2021 4:05:44 PM 

To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd87510679648859e1cf101c0943414-adamsj4]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257-wholleyd]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc] 

Subject: RE: [EXTERNAL] RE: Pfizer ACTIV submission 


Yes, please — antivirals are absolutely critical, and this is a chance to bring Pfizer into the ACTIV network in a 
way that they have previously avoided. 


| have also shared this information with Tony Fauci. 


FC 

From: Adam, Stacey (FNIH) [T] < b6 

Sent: Sunday, January 17, 2021 10:45 AM 

To: Collins, Francis (NIH/OD) [E] < v6 Wholley, David (FNIH) [T] < b6 Freire, Maria 
(FNIH) [T] < b6 


Subject: RE: [EXTERNAL] RE: Pfizer ACTIV submission 
Thank you, Francis, 


| appreciate you making us aware of this exchange. We will work to get this agent queued up for review as quickly as we 
can with our ACTIV review team. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 
Director, Cancer 
Research Partnerships 


Direct: b6 Mobile: b6 

From: Collins, Francis (NIH/OD) [E] b6 

Sent: Saturday, January 16, 2021 4:27 PM 

To: Wholley, David (FNIH) [T] b6 Adam, Stacey (FNIH) [T] b6 >; Freire, Maria (FNIH) [T] 
b6 


Subject: FW: [EXTERNAL] RE: Pfizer ACTIV submission 


From: b6é 

Sent: Saturday, January 16, 2021 2:54 PM 

To: Collins, Francis (NIH/OD) [E] b6 

Subject: Re: [EXTERNAL] RE: Pfizer ACTIV submission 


COLL0000018852 


Good plan 
We look forward to the feedback on the IV drug and we are open to add the oral in the next step pending positive 
ACTIV feedback 


Best 
(b) 6) 


Sent from my iPhone 


On Jan 16, 2021, at 13:57, Collins, Francis (NIH/OD) [E] b6 wrote: 


Good question. For at least the next several months, I’d like to stick with the ACTIV model, as it 
has made it possible to move things forward more efficiently. The dedication of the Working 
Groups, the access to FNIH program management, and the close connections with FDA help a 


lot here. 

Francis 

Fromb 

Sent: Saturday, January 16, 2021 11:44 AM 
To: Collins, Francis (NIH/OD) [E] b6 


Subject: Re: [EXTERNAL] RE: Pfizer ACTIV submission 

Francis 

One thing that came to my mind, do you regard ACTIV as the main potential way to collaborate 
between NIH-Pfizer on the IV and oral SARSCov2 protease inhibitor (P!) drugs that will be going into 
phase two studies now (iv) or soon (oral)? 

Do you foresee any alternative potential structure government - company that would be more of a 
closer bilateral collaboration, similarly as you did w MODERNA in the vaccine? | assume the new 


administrator may also use BARDA like pathways 


Just thought it would be good to consider which alternative may be best suited given the dire pandemic 
and this is the first PI. 


What's your thoughts ? 
b6 


Sent from my iPhone 


On Jan 16, 2021, at 09:44, Collins, Francis (NIH/OD) [E] b6 wrote: 


Hey Mikael, 


COLL0000018852 


This sounds really interesting! | assume Phase 1 data looks good for any safety 
signal. Is the preclinical data available somewhere? |’d bet you are also working 
onan oral or SQ alternative? 


Best, Francis 


From: v6 

Sent: Friday, January 15, 2021 1:10 PM 

To: Collins, Francis (NIH/OD) [E] b6 
Subject: Fwd: Pfizer ACTIV submission 


Hope you will find this compelling 
It’s the first in class highly potent Sarcov2 protease inhibitors . We have human phase 1 
data concluded . 
Would be nice to see if we can work w NIH-ACTIV on this one 
&) ©) 


Sent from my iPhone 


Begin forwarded message: 


From: b6 
Date: January 15, 2021 at 12:52:06 EST 

To: "Adam, Stacey (FNIH) [T]" v6 

Ce: b6 


Subject: Pfizer ACTIV submission 


Dear Stacey 

| hope all is well. I'd like to give you the heads up that we are submitting 
PF-07304814, our IV protease inhibitor to the ACTIV portal today. We 
also have the IB that can be provided if required under the CDA that was 
signed this week. 

Scott White is the clinical lead for this program and will be the 
submitter. We are hopeful that there will be an interest to collaborate 
on this first in class treatment option for COVID-19. Please let us know if 
you have any questions. 

All the best 

liesa 


b6 


COLL0000018852 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 3/18/2021 2:33:13 AM 

To: Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras] 

cet George, Jill (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f90bffb4b3a2464382adc29b127aed4e-georgejil] 

Subject: RE: Need a bit more help with Hever presentation 


Yes, looks good now —thanks! | think |’ll just delete reference to CP for P.1, since there seems to be some 
discordance. 


FC 

From: Parker, Ashley (NIH/OD) [E] < bé 
Sent: Wednesday, March 17, 2021 10:19 PM 

To: Collins, Francis (NIH/OD) [E] < b6 
Cc: George, Jill (NIH/OD) [E] < b6 


Subject: RE: Need a bit more help with Hever presentation 


Attached is a version with Jill’s visual edits —looks OK? 


From: Parker, Ashley (NIH/OD) [E] 

Sent: Wednesday, March 17, 2021 9:51 PM 

To: Collins, Francis (NIH/OD) [E] b6 

Cc: George, Jill (NIH/OD) [E] < b6 

Subject: RE: Need a bit more help with Hever presentation 


Hi Francis, 


Please see the attached edits — does this work? Still wasn’t sure if CP should be in both flagged and no activity change 
for P1? 


Thanks, 
Ashley 


From: Collins, Francis (NIH/OD) [E] b6 

Sent: Wednesday, March 17, 2021 9:49 PM 

To: Parker, Ashley (NIH/OD) [E] < b6 

Cc; George, Jill (NIH/OD) [E] b6é 

Subject: RE: Need a bit more help with Hever presentation 


Hi Ashley, 


Checking to see if you are able to help with this slide this evening, or whether | should wrestle with it myself. | 
know Morten wants the set tonight. 


FC 


From: Collins, Francis (NIH/OD) [E] 
Sent: Wednesday, March 17, 2021 8:40 PM 
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To: Parker, Ashley (NIH/OD) [E] 6 
Cc: George, Jill (NIH/OD) [E] b6 
Subject: RE: Need a bit more help with Hever presentation 


Hi Ashley, 


Thanks for working on this. It’s stilla very busy slide, however — to make it more legible, how about deleting 
the last 4 columns (NCBI reported frequency and trends)? Also it would be good to make the column heading 
of “flagged activity change” yellow or red, and the column with “no activity change” green. And CDC just 
today called CAL.20C a VOC, so that should now be yes. 


Francis 

From: Parker, Ashley (NIH/OD) [E] b6 
Sent: Wednesday, March 17, 2021 4:30 PM 

To: Collins, Francis (NIH/OD) [E] b6 

Cc: George, Jill (NIH/OD) [E] < b6 


Subject: RE: Need a bit more help with Hever presentation 
Hi Francis, 


Attached is a draft summary slide of the TRACE report highlighting the specific variants requested. I’ve sent this for Joe 
to review as well but currently waiting for any edits. Also, please note CP is listed in both the “flagged activity change 
and no activity change” for the P1 variant which seems contradictory but I've asked Joe for clarity. 


We standby for any edits. 


Thanks, 
Ashley 


From: Parker, Ashley (NIH/OD) [E] 

Sent: Wednesday, March 17, 2021 9:32 AM 

To: Collins, Francis (NIH/OD) [E] b6 

Cc: George, Jill (NIH/OD) (E] b6 

Subject: RE: Need a bit more help with Hever presentation 


Hi Francis, 
We will pull this together and have a version for your review this afternoon. 


Thanks, 
Ashley 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Wednesday, March 17, 2021 6:57 AM 

To: Parker, Ashley (NIH/OD) [E] < b6 

Cc: George, Jill (NIH/OD) [E] < b6 

Subject: FW: Need a bit more help with Hever presentation 


Hi Ashley, 
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My schedule is truly brutal this week — so | need your help to put together a summary slide that captures the 
main points in my highlighted sentence below. The information is all there in the SIG and TRACE reports, but it 
needs to be simplified to be easily conveyed in a slide for Hever. 


Can you take a crack and this and have something for me to look at by this afternoon? 


Francis 


From: Menetski, Joseph (FNIH) [T] b6 

Sent: Tuesday, March 16, 2021 8:45 AM 

To: Collins, Francis (NIH/OD) [E] b6 ; Santos, Michael (FNIH) [T] v6 

Ce: Wholley, David (FNIH) [T] bParker, Ashley (NIH/OD) [E] b6 >; Freire, Maria 
(FNIH) [7] b6 

Subject: RE: Need a bit more help with Hever presentation 


Hi Francis, 

We have several sources of information that you could use to generate a table as a talking point. 

Mike has had presentations in the vaccine group that touched on changes in neutralization and | am pasting some 
papers from those presenters (from Mike). 


In the Vaccines WG, we’ve seen data from individual teams (like David Ho’s: httos://www. 
021-03398-2 for B.1.1.7 and B.1.351 and https://www.biorxiv.org/content/10.1101/2621.03.01. 


| have attached the latest version of the (b) (5) 
(b) S) 


Best regards, 


Joe 

From: Collins, Francis (NIH/OD) [E] b6 

Sent: Monday, March 15, 2021 8:46 PM 

To: Menetski, Joseph (FNIH) [7] b6 Santos, Michael (FNIH) [T] ud 
Cc: Wholley, David (FNIH) [T] b6 >; Parker, Ashley (NIH/OD) [E] < 


Subject: Need a bit more help with Hever presentation 
Hi Joe and Mike, 


I’m supposed to moderate a 20-minute session at the Hever meeting on Friday on “variant strains and implications for 
vaccines and therapeutics”. That means | should start with a summary of the main points, and then open it for 
discussion by the assembled pharma science leaders (and FDA). 


This will give me a chance to highlight TRACE. ©) 6) 


) 6) 
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) 6) 


Francis 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 3/18/2021 2:50:22 AM 

To: Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras] 

cee George, Jill (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=f90bffb4b3a2464382adc29b127aed4e-georgejil] 


Subject: RE: Need a bit more help with Hever presentation 


Just did it. All set. 


FC 

From: Parker, Ashley (NIH/OD) [E] < b6é 
Sent: Wednesday, March 17, 2021 10:46 PM 

To: Collins, Francis (NIH/OD) [E] < b6 
Cc: George, Jill (NIH/OD) [E] < b6 


Subject: RE: Need a bit more help with Hever presentation 


Did you prefer to send or did you want me to delete CP for P1 and send to Morten? 


From: Collins, Francis (NIH/OD) [E] b6 
Sent: Wednesday, March 17, 2021 10:33 PM 
To: Parker, Ashley (NIH/OD) [E] b6 
Cc: George, Jill (NIH/OD) [E] < b6 


Subject: RE: Need a bit more help with Hever presentation 


Yes, looks good now —thanks! | think I'll just delete reference to CP for P.1, since there seems to be some 


discordance. 


FC 

From: Parker, Ashley (NIH/OD) [E] b6 > 
Sent: Wednesday, March 17, 2021 10:19 PM 

To: Collins, Francis (NIH/OD) [E] b6 


Cc: George, Jill (NIH/OD) [E] b 
Subject: RE: Need a bit more help with Hever presentation 


Attached is a version with Jill’s visual edits — looks OK? 


From: Parker, Ashley (NIH/OD) [E] 

Sent: Wednesday, March 17, 2021 9:51 PM 

To: Collins, Francis (NIH/OD) [E] b6 

Cc: George, Jill (NIH/OD) [E] b6 

Subject: RE: Need a bit more help with Hever presentation 


Hi Francis, 


Please see the attached edits — does this work? Still wasn’t sure if CP should be in both flagged and no activity change 


for P1? 
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Thanks, 
Ashley 


From: Collins, Francis (NIH/OD) [E] b6 

Sent: Wednesday, March 17, 2021 9:49 PM 

To: Parker, Ashley (NIH/OD) [E] b6 

Cc: George, Jill (NIH/OD) [E] v6 

Subject: RE: Need a bit more help with Hever presentation 


Hi Ashley, 


Checking to see if you are able to help with this slide this evening, or whether | should wrestle with it myself. | 
know Morten wants the set tonight. 


FS 


From: Collins, Francis (NIH/OD) [E] 

Sent: Wednesday, March 17, 2021 8:40 PM 

To: Parker, Ashley (NIH/OD) [E] b6 

Cc: George, Jill (NIH/OD) [E] < b6 

Subject: RE: Need a bit more help with Hever presentation 


Hi Ashley, 


Thanks for working on this. It’s still a very busy slide, however — to make it more legible, how about deleting 
the last 4 columns (NCBI reported frequency and trends)? Also it would be good to make the column heading 
of “flagged activity change” yellow or red, and the column with “no activity change” green. And CDC just 
today called CAL.20C a VOC, so that should now be yes. 


Francis 

From: Parker, Ashley (NIH/OD) [E] b6 > 
Sent: Wednesday, March 17, 2021 4:30 PM 

To: Collins, Francis (NIH/OD) [E] b6 

Ce: George, Jill (NIH/OD) [E] b6 


Subject: RE: Need a bit more help with Hever presentation 

Hi Francis, 

Attached is a draft summary slide of the TRACE report highlighting the specific variants requested. I’ve sent this for Joe 
to review as well but currently waiting for any edits. Also, please note CP is listed in both the “flagged activity change 
and no activity change” for the P1 variant which seems contradictory but I've asked Joe for clarity. 


We standby for any edits. 


Thanks, 
Ashley 


From: Parker, Ashley (NIH/OD) [E] 
Sent: Wednesday, March 17, 2021 9:32 AM 


COLLO0000018865 


To: Collins, Francis (NIH/OD) [E] b6 
Cc: George, Jill (NIH/OD) [E] « b6 
Subject: RE: Need a bit more help with Hever presentation 


Hi Francis, 
We will pull this together and have a version for your review this afternoon. 


Thanks, 
Ashley 


From: Collins, Francis (NIH/OD) [E] b6 

Sent: Wednesday, March 17, 2021 6:57 AM 

To; Parker, Ashley (NIH/OD) [E] < v6 

Cc: George, Jill (NIH/OD) [E] b6 

Subject: FW: Need a bit more help with Hever presentation 


Hi Ashley, 
My schedule is truly brutal this week — so | need your help to put together a summary slide that captures the 
main points in my highlighted sentence below. The information is all there in the SIG and TRACE reports, but it 


needs to be simplified to be easily conveyed in a slide for Hever. 


Can you take a crack and this and have something for me to look at by this afternoon? 


Francis 

From: Menetski, Joseph (FNIH) [T] b6 > 

Sent: Tuesday, March 16, 2021 8:45 AM 

To: Collins, Francis (NIH/OD) [E] b6 >} Santos, Michael (FNIH) [T] b6 

Cc: Wholley, David (FNIH) [T] b6 Parker, Ashley (NIH/OD) [E] b6 >; Freire, Maria 
(FNIH) (T] b6 


Subject: RE: Need a bit more help with Hever presentation 

Hi Francis, 

We have several sources of information that you could use to generate a table as a talking point. 

Mike has had presentations in the vaccine group that touched on changes in neutralization and | am pasting some 
papers from those presenters (from Mike). 


In the Vaccines WG, we’ve seen data from individual teams (like David Ho’s: https://www.nature.com/articles/s41586- 
Q21-03398-2 for B.1.1.7 and B.1.351 and https://www.biorxiv.org/content/10.1101/2021.03.01.433466v1 for P.1). 


| have attached the latest version of the (b) (5) 
(&) G6) 


Best regards, 
Joe 
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From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Monday, March 15, 2021 8:46 PM 

To: Menetski, Joseph (FNIH) [T] b6 >; Santos, Michael (FNIH) [T_ b6 
Cc: Wholley, David (FNIH) [T] b6 ; Parker, Ashley (NIH/OD) [E] < 

Subject: Need a bit more help with Hever presentation 


Hi Joe and Mike, 
I'm supposed to moderate a 20-minute session at the Hever meeting on Friday on “variant strains and implications for 
vaccines and therapeutics”. That means | should start with a summary of the main points, and then open it for 


discussion by the assembled pharma science leaders (and FDA). 


This will give me a chance to highlight TRACE. 6) 
(&) 6) 


Francis 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 3/18/2021 5:04:29 PM. 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

Subject: excellent ACTIV meeting 


That was a great discussion. 
| had meant to invite David Kessler to join and forgot. Any concern if | send him the slides? 


Fe 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 3/18/2021 8:10:50 PM. 

To: Gibbons, Gary (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b71b953b50a5 495ca0f2869ab13bc407 -gibbonsgh]; Patterson, Amy 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f319 1d6Sbb70f-pattersa]; Koroshetz, Walter 
(INIH/NINDS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e8338dd7cdcd432e986961f1548cSec6-koroshetzw]; Fauci, Anthony 
(INIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d{38103d75 134f658ae2d35 6f0396b94-afauci) 


cc: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d67 7257-wholleyd] 

Subject: RE: Message 

Hi Gary, 


| agree the last couple of ACTIV Leadership Meetings have been very significant, and this conversation about 
PASC — albeit brief —is good example. Your list is good. One other item to add — there are now anecdotal 
reports of individuals suffering from PASC months after natural infection with COVID-19, who say they hada 
dramatic recovery after vaccination. Probably that’s not going to be a widespread phenomenon, but it should 
certainly be tracked. 


Yes, a brief executive summary of PASC for ACTIV would be useful. |’m looping in David Wholley. 


Francis 

From: Gibbons, Gary (NIH/NHLBI) [E] < b6 

Sent: Thursday, March 18, 2021 2:17 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Patterson, Amy (NIH/NHLBI) [E] < b6 
Koroshetz, Walter (NIH/NINDS) [E] < b6 Fauci, Anthony (NIH/NIAID) [E] < b6 


Subject: RE: Message 
Hi Francis, 
Thanks for sharing this ACTIV meeting follow-up query. 


The team will need to give this further brainstorming/dialogue; but in short, | suspect we can all agree that Mikael's 
basic premise/hypothesis is quite plausible and worthy of testing. 


A few quick, first-pass considerations come to mind: 
| Whatis the clinical spectrum and natural history of SARS-CoV2 RE-infection in patients with PASC compared to 
non-PASC/COVID-positive comparator controls in the NIH SARS-CoV2 Recovery Meta-Cohort? 
@ How can we best leverage the well phenotyped participants in the SARS-CoV2 Recovery Meta-Cohort to better 
understand the clinical/sub-clinical consequences of re-infection by original or new variants? 
>>[I think the PASC platform being constructed could be well poised to address this question]. 


@ Are there differences in the incidence/prevalence of PASC in the pre-vaccine phase of the pandemic vs the 'post- 
vaccine' phase of the pandemic? 
>>[I think the PASC platform being constructed could leverage retrospective and prospective data [particularly with the 
quick launch that is planed) to address this question]. 


COLLO0000018870 


@ Whatis the feasibility/advisability/utility of including systematic PASC ascertainment questionnaires 
and mHealth apps (developed by synthesis of PASC consortium/CDD/WHO etc) as part of the vaccine trial post- 
EUA follow-up assessments and pharmacovigilance? 
Perhaps this might be a reasonable collaborative opportunity between PASC/CoVPN/OWS/ACTIV to consider as 
guided by FDA partners with appropriate buy-in across the ecosystem etc. ] 


> 


v 


™@ Once the PASC consortium better establishes an EHR-based ‘signature’ for PASC (currently lacking an ICD code) - 
- how can we leverage EHR/health systems to track post-vaccine incidence of PASC vs pre-vaccine? 
>>[I think the PASC platform being constructed is well poised to address this question]. 


®@ Doviral variants differ in their capacity to promote PASC vs the severity of acute COVID-19? 
>>[This would obviously require MUCH better and deeper viral variant tracking with broad sampling frame than what | 
believe we currently have in the US -- [obviously defer to Tony/NIAID/CDC on this]] 


™@ Should PASC endpoints be included in some of the ‘early phase’, preventive, prophylactic protocols (eg ACTIV2; 
early Mab; ? interferon; nasal delivery anti-virals)? 

>>[ Perhaps this might be a reasonable collaborative opportunity between PASC/ACTIV to consider as guided by FDA 

partners with appropriate buy-in across the ecosystem etc. ] 


Just a few quick thoughts; clearly worthy of a deeper dive and dialogue with SMEs at some point as PASC gets stood up 
very soon. 

Possible Action Option: Please let us know if you want us to prepare a brief, executive summary description of PASC for 
ACTIV leadership like Mikael, if you think that would be helpful. 


(BTW, I've found the last couple of ACTIV leadership meeting to be particularly robust and highly engaging dialogues 
focused on collective solution-discovery to real-time, real-world learning/challenges that arise for the ecosystem vs the 
conventional WG ‘report-out' structure). 


Best 

Gary 

sonnel Original Message----- 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Thursday, March 18, 2021 12:21 PM 

To: Patterson, Amy (NIH/NHLBI) [E] b6 Gibbons, Gary (NIH/NHLBI) [E] v6 
Koroshetz, Walter (NIH/NINDS) [E] < b6 ; Fauci, Anthony (NIH/NIAID) [E] b6 
Subject: FW: Message 

Follow up from b6 based on a brief discussion of PASC at the ACTIV Leadership Team meeting just now. 


FC 


-----Original Message----- 

From b6 

Sent: Thursday, March 18, 2021 12:18 PM 
To: Collins, Francis (NIH/OD) [E] < v6 
Subject: Message 


Great ACTIV meeting 
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The comment from you on preventing long Covid w it’s health burden chronically will require that one prevents 
infections in addition to severe disease as it's an outcome from asymptomatic 


| am keen to get connected to those at NIH that deals w long Covid science 


May set new goals for how we should think about vaccinations to prevent long Covid as an endpoint and also possibly 
about which early treatment interventions can reduce long Covid .. 


Best 
b6 


Sent from my iPhone 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 3/18/2021 8:48:27 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak|]; Myles, Renate (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Burklow, John (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2e57f267323b43cO8be856acb5b964ca-burklowj] 

Subject: FW: Pfizer request: Oral protease inhibitor communications 


Any concerns? 


From: b6 b6 
Sent: Thursday, March 18, 2021 4:24 PM 

To: Collins, Francis (NIH/OD) [E] < b6 
Ce: b6 b6 


Subject: Pfizer request: Oral protease inhibitor communications 
Dear Dr. Collins, 


lam reaching out to you on behalf of b6 |. Pfizer plans to issue a press release next Tuesday to announce the start of 
a Phase 1 trial for our oral protease inhibitor. 


We'd like to mention that both the oral and the IV protease programs have conditional acceptance to move forward as 
part of the ACTIV-2 and the ACTIV-3 clinical trials, if you are open to us doing so. Since the details of the collaborations 


are under discussion, we have kept the language conditional, yet optimistic. 


If you agree with the above, we’d then like to inquire if you’d be willing to provide a quote for the press release related 
to the ACTIV program. If so, | am happy to coordinate with your communications team. 


Thank you for your consideration. 


Regards, 
Rebecca 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 3/19/2021 1:38:20 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

ce: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Menetski, Joseph (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=500 1afS2dc4a427ea3d34f1e072f8cb7-menetskijp]; Santos, Michael (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc6952f65f80-santosmr] 

Subject: RE: Follow-up note to CDC 

Thanks, (b) (5) 

(b) (5) 

Tx, FC 

From: Wholley, David (FNIH) [T] < b6 

Sent: Thursday, March 18, 2021 3:42 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Freire, Maria (FNIH) [T] < be Menetski, Joseph (FNIH) [T] < b6 Santos, Michael 

(FNIH) [T] < b6 

Subject: Follow-up note to CDC 

Francis, as action item from today’s ACTIV Leadership Teor an) (b) (5) 


David Wholley 
Senior Vice-President, Research Partnerships 
Foundation for the National Institutes of Health 


b6 


11400 Rockville Pike 


faih.o1 


| fling ¥ io) 


COLL0000018878 


PENIH 2s 


COLL0000018878 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 3/19/2021 6:10:40 PM. 

To: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1afS2dc42427ea3d34f1e072f8cb7-menetskijp]; Wholley, David (FNIH) [T] 

o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

cc; Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Tabak, Lawrence (NIH/OD) 

E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabak|]; Lane, Cliff (NIH/NIAID) [E] 

o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Anderson, James (NIH/OD) [E] 

'o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Patterson, Amy 

(NIH/NHLBI) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f319 1d6Sbb70f-pattersa]; Parker, Ashley (NIH/OD) [E] 

[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Rutter, Joni (NIH/NCATS) 

E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=157b2517ddbS46a8a72844c3Seadb062-jrutter] 

Subject: RE: Hever complaints about TRACE 


Thanks for your rapid response, Joe. I’m glad to hear that JnJ and AZ are both engaged in the TRACE plan. 


FC 

From: Menetski, Joseph (FNIH) [T] < b6 

Sent: Friday, March 19, 2021 1:42 PM 

To; Collins, Francis (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 

Cc: Freire, Maria (FNIH) [T] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 Lane, Cliff 
(NIH/NIAID) [E] < b6 Anderson, James (NIH/OD) [E] < b6 Patterson, Amy 
(NIH/NHLBI) [E] < b6 Parker, Ashley (NIH/OD) [E] < v6 Rutter, Joni 
(NIH/NCATS) [E] < b6 


Subject: RE: Hever complaints about TRACE 
Hi Francis, 
Thank you for the note and feedback. 


(b) (5) 
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(b) (6) 


Best, 

Joe 

From: Collins, Francis (NIH/OD) [E] b6 

Sent: Friday, March 19, 2021 1:15 PM 

To: Wholley, David (FNIH) [T] b6 Menetski, Joseph (FNIH) [T] b6 
Cc; Freire, Maria (FNIH) (T] b6 ; Tabak, Lawrence (NIH/OD) [E] b6 
(NIH/NIAID) [E] b6 Anderson, James (NIH/OD) [E] b6 
(NIH/NHLBI) [E] b6 Parker, Ashley (NIH/OD) [E] < b6 
(NIH/NCATS) [E] b6 


Subject: Hever complaints about TRACE 


Hi David and Joe, 


(b) (5) 


Fe 


Lane, Cliff 
; Patterson, Amy 
Rutter, Joni 


COLL0000018884 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 3/20/2021 5:04:32 PM. 
To: Mammen, Mathai [JICUS] [ b6 Pangalos, Mene [ b6 
(ef Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Menetski, Joseph (FNIH) 
[7] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1afS2dc42427ea3d34f1e07 2f8cb7-menetskijp]; Santos, Michael (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18¢f4cc6952f65180-santosmr]; b6 
[ b6 Prof Trevor M Jones CBE FMedSci [ b6 Stoffels, Paul 
[ b6 ] 

Subject: Hever yesterday 


Hi Mathai and Mene, 


Apologies that one slide | showed at the Hever meeting yesterday did not do justice to the best ways to assess 
the effect of emerging variants on vaccine efficacy. That one slide was derived from a recent presentation by 
an academic PI (I believe it was David Ho) to the Vaccines Working Group, and | should not have presented it 
as if it were a product of the ACTIV team working on the TRACE program. The members of the TRACE 
subgroup have avoided making side by side comparisons of efficacy estimates and 1C5Os, in order to avoid 
such confusion, JnJ and AZ have been involved in this TRACE plan, for which we are grateful. 


With respect to what appears to be an exclusive focus on neutralizing Abs, we agree it is time to assess how to 
include binding Abs and T-cell effects, for both in vitro and in vivo studies. The TRACE team (Joe Menetski is 


the lead organizer) would be grateful for your thoughts on this. 


Best, Francis 


COLL0000018885 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 3/20/2021 5:09:18 PM. 

To: Mammen, Mathai [JJCUS] [ dé 

(ef Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1afS2dc42427ea3d34f1e072f8cb7-menetskijp]; Stoffels, Paul 

be ]; Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: RE: Touching base 

Hi Mathai, 


| apologize that my Hever presentation yesterday included a misleading slide from an academic presentation 
to the Vaccines group. | have sent a note just now to you and Mene to clarify. 


We would be grateful for additional input to the ACTIV effort on vaccine immunological measures. I'd be glad 
to talk with you, but | think the more direct path would be for you to speak with Joe Menetski. I’m looping 
him into this message, to encourage him to link up with you about ideas about how to best accomplish this. 


Regards, Francis 


From: Mammen, Mathai [JJCUS] < b6 
Sent: Saturday, March 20, 2021 11:09 AM 

To: Collins, Francis (NIH/OD) [E] < b6 
Subject: Touching base 


Hi Francis — It was good to hear your presentation yesterday at Hever. | am just reaching out to follow up, and see how | 
can help. Ido think a slight reframing on the immunology underlying a definitive vaccine could be helpful. Would you 
have a few min for a quick call? An immediate possibility is to involve a couple key folks from Janssen in the ACTIV 
discussions, and suggest a few more immunologists and technologists to actively participate. 

All the best 

Mathai 


b6 


COLL0000018886 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 
Sent: 3/20/2021 9:30:59 PM. 
To: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257-wholleyd]; Lane, Cliff (NIH/NIAID) [E] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Tabak, Lawrence (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!]; Anderson, James (NIH/OD) [E 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Rutter, Joni 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=157b2517ddb546a8a72844c3Seadb062-jrutter]; Patterson, Amy (NIH/NHLBI) 
(E} [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f319 1d6Sbb70f-pattersa]; Parker, Ashley (NIH/OD) [E 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras] 
Subject: FW: [EXTERNAL] Re: Hever yesterday 


Interesting thread we might want to discuss on Monday. 


From: b6 b6 

Sent: Saturday, March 20, 2021 4:37 PM 

To: Mammen, Mathai [JJCUS] < b6 

Ce: Collins, Francis (NIH/OD) [E] < b6 Pangalos, Mene < b6é Wholley, 
David (FNIH) [T] < b6 Menetski, Joseph (FNIH) [T] < b6 Santos, Michael (FNIH) [T] 
< b6 Prof Trevor M Jones CBE FMedSci < b6 Stoffels, Paul [JJCUS] 

< b6 


Subject: Re: [EXTERNAL] Re: Hever yesterday 


Maybe ACTIV can lead as we have all of us including FDA there .. 


Sent from my iPhone 


On Mar 20, 2021, at 15:28, Mammen, Mathai (JJCUS] < b6 wrote: 
Fullyagree, b6 ,onall counts. | do think it is time for us to think thought robust T cell assays 
that are broadly useful for the industry. Janssen stands ready to help in whatever way 
appropriate. 
Mathai 
Sent from my iPhone 

On Mar 20, 2021, at 1:56 PM, bé 


wrote: 


Dear Francis and colleagues 


COLL0000018888 


lam sure Francis shared the slide with the best intention. A very similar slide (or 
identical) was discussed at ACTIV SC , as you reminded us , and perceived be 
everyone asa helpful piece in the puzzle of elucidating immune protection 


against SARSCov2 . 


Best 
b6 


(b) (4). (©) ) 


Sent from my iPhone 


On Mar 20, 2021, at 13:04, Collins, Francis (NIH/OD) [E] 
b6 > wrote: 


Hi Mathai and Mene, 


Apologies that one slide | showed at the Hever meeting yesterday 
did not do justice to the best ways to assess the effect of 
emerging variants on vaccine efficacy. That one slide was derived 
from a recent presentation by an academic PI (I believe it was 
David Ho) to the Vaccines Working Group, and | should not have 
presented it as if it were a product of the ACTIV team working on 
the TRACE program. The members of the TRACE subgroup have 
avoided making side by side comparisons of efficacy estimates 
and IC5Os, in order to avoid such confusion. JnJ and AZ have 
been involved in this TRACE plan, for which we are grateful. 


With respect to what appears to be an exclusive focus on 
neutralizing Abs, we agree it is time to assess how to include 


binding Abs and T-cell effects, for both in vitro and in vivo studies. 


The TRACE team (Joe Menetski is the lead organizer) would be 
grateful for your thoughts on this. 


COLL0000018888 


Best, Francis 


COLL0000018888 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 3/21/2021 8:51:02 PM 

To: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!] 

ce! Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: RE: IDEA state participation in ACTIV 

Looping in David to see if he (b) (5) 

FC 

From: Tabak, Lawrence (NIH/OD) [E] < b6 

Sent: Sunday, March 21, 2021 9:51 AM 

To: Collins, Francis (NIH/OD) [E] < b6 


Subject: IDEA state participation in ACTIV 


Francis, 

Jon Lorsch pointed out in during a recent ICD meeting via chat that there are still quite a few IDeA state sites 
waiting to sign contracts (e.g., multiple sites in Puerto Rico) to join ACTIV. The rate limiting step seems to be 
the CROs. Anything more we can do to get the CROs moving. They are missing out on a lot of patient diversity. 


ls this something you want to bring up on the 8am call this week? 


Thanks 
Larry 


COLL0000018889 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 
Sent: 3/22/2021 3:43:23 PM 
To: Messonnier, Nancy (CDC/DDID/NCIRD/OD) [ b6 ]; Jernigan, Daniel B. (CDC/DDID/NCIRD/ID) 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=50461b222f148348e5f1a8c1fc6aa07-DBJ0] 
cc: Dugan, Vivien (CDC/DDID/NCIRD/ID) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5dd96783 1ed54d6f8a6bb35SefdS224d-Iny1]; Galloway, Summer 
(CDC/DDID/NCIRD/ID) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a4b7bab0c866407 daf1300fac6bS27c9-nmd3]; Erbelding, Emily (NIH/NIAID) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e976ebf7b14142fbb3c5c294efb334fe-erbeldingej]; Rutter, Joni (NIH/NCATS) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=157b2517ddbS46a8a72844c3Seadb062-jrutter]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Tabak, Lawrence (NIH/OD) 
|E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabakl]; Freire, Maria (FNIH) [T] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Tabak, Lawrence (NIH/OD) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|]; Lane, Cliff (NIH/NIAID) [E] 
(/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Anderson, James (NIH/OD) [E] 
(/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Parker, Ashley 
(INIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Patterson, Amy 
(INIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f3191d65bb70f-pattersa] 


Subject: RE: question about viral isolates chosen for sequencing 
Flag: Follow up 
Hi Nancy, 


New York might be a factor, but the main driver in the ACTIV discussion was the argument for vigilance for 
whatever comes next that might be even less responsive to existing vaccines than B.1.526 or B.1.351. And if 
you were going to go looking for that, sequencing the virus in vaccine breakthroughs would seem to be a good 
idea. 


The ACTIV Leadership Team also raised questions about whether viral isolates are being sequenced from 
underserved groups. I've asked Joni Rutter to follow up with you and Dan about that. 


Many thanks, Francis 


From: Messonnier, Nancy (CDC/DDID/NCIRD/OD) < b6 
Sent: Monday, March 22, 2021 7:32 AM 


To: Jernigan, Daniel B. (CDC/DDID/NCIRD/ID) < b6 Collins, Francis (NIH/OD) [E] < b6 
Ce: Dugan, Vivien (CDC/DDID/NCIRD/ID) < b6 Galloway, Summer (CDC/DDID/NCIRD/ID) < b6 
Erbelding, Emily (NIH/NIAID) [E] < b6 


Subject: RE: question about viral isolates chosen for sequencing 


COLLO0000018896 


Just to add a bit. We have been in touch with Emily around our breakthrough cases, including sending the one-pager on 
breakthrough investigations. David Kessler has already reached out to CDC, OWS, ASPR and NIH about serology for 
breakthrough cases and, | think, had asked Robert Johnson to organize a call about that. Is this conversation coming up 
again because of NYC as there seem to be multiple conversations related to that. If so, our state and local team is 
working with them on their investigations. 


Nancy 


From: Jernigan, Daniel B. (CDC/DDID/NCIRD/ID) b6 > 

Sent: Sunday, March 21, 2021 10:11 PM 

To: Collins, Francis (NIH/OD) [E] b6 

Cc: Messonnier, Nancy (CDC/DDID/NCIRD/OD) bé6 Dugan, Vivien (CDC/DDID/NCIRD/ID) b6 
Galloway, Summer (CDC/DDID/NCIRD/ID) <n b6 

Subject: RE: question about viral isolates chosen for sequencing 


Francis: 
Thanks. Regarding sequencing of variants, yes, priority will be given to any specimen/virus available. | have cc’d Vivien 
Dugan who can address the efforts, and the challenges in getting available specimen after the initial testing is done. 


There is a specific effort on facilitating evaluation of these cases. Nancy is cc'd and can respond and connect folks from 
the Vaccine Task Force that are working on studies and surveillance to address what you have identified. | have 
attached a slide deck from a NSC briefing the SIG gave on Friday which addresses this in the vaccine section around slide 
20. There is a table with the various activities. Let us know if this answers the question and happy to work with Nancy 
on follow ups. 

Thanks 

Dan. 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Sunday, March 21, 2021 9:15 PM 

To: Jernigan, Daniel B. (CDC/DDID/NCIRD/ID) b6 
Cc: Messonnier, Nancy (CDC/DDID/NCIRD/OC 

Subject: question about viral isolates chosen for sequencing 


Hi Dan, 


A question came up at the ACTIV leadership team meeting last week (b) (5) 


() (5) 


Thanks, Francis 


COLL0000018896 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 3/23/2021 5:57:30 PM 

To: Santos, Michael (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc6952f65{80-santosmr] 

Ld Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: FW: [EXTERNAL] RE: ACTIV Vaccines Team topic 

Hi Mike, 


| know what this is about. It’s complicated and potentially really sensitive. Before you agree to have the 


ACTIV Vaccines WG take on this issue, let’s have a War Room conversation (tomorrow AM). 


Fe 


From: Marks, Peter < b6 

Sent: Tuesday, March 23, 2021 1:20 PM 

To: Santos, Michael (FNIH) [T] < b6 

Ce: Collins, Francis (NIH/OD) [E] < b6 

Subject: RE: [EXTERNAL] RE: ACTIV Vaccines Team topic 


Dear Mike, 


Thanks so much. Will give you a call a bit after 4 PM. Thanks so much. 


Best Regards, 
Peter 


From: Santos, Michael (FNIH) [T] b6 

Sent: Tuesday, March 23, 2021 1:18 PM 

To: Marks, Peter b6 

Ce: Collins, Francis $ (NIH) < b6 

Subject: [EXTERNAL] RE: ACTIV Vaccines Team topic 


CAUTION: This email originated from outside of the organization. Do not click links or open attachments unless you recognize the 


sender and know the content is safe. 


Hi Peter, 


Yes, of course happy to discuss. |’m free this afternoon from 3:30pm onward and you can reach me at 


b6 . Looking forward to it. 


Thanks, 
Mike 


Michact Santos, PhD 


Associate Vice President. Science | Foundation for the National Institutes of Health 


COLL0000018900 


From: Marks, Peter < b6 

Sent: Tuesday, March 23, 2021 1:01 PM 

To: Santos, Michael (FNIH) [T] < b6 
Cc: Collins, Francis (NIH/OD) [E] b6 
Subject: ACTIV Vaccines Team topic 


Dear Mike, 


Could | give you a call this afternoon about a possible topic for the ACTIV vaccines subteam? Just let me know a good 
time and number. 


Thanks! 
Peter 


COLLO0000018900 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 3/23/2021 6:00:17 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Ls 4 Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc] 

Subject: RE: [EXTERNAL] RE: ACTIV Vaccines Team topic 

yes 

From: Wholley, David (FNIH) [T] < b6 

Sent: Tuesday, March 23, 2021 1:59 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Freire, Maria (FNIH) [T] < v6 


Subject: RE: [EXTERNAL] RE: ACTIV Vaccines Team topic 


I trust | should ask Mike to join us tomorrow? 


From: Collins, Francis (NIH/OD) [E] b6 
Sent: Tuesday, March 23, 2021 1:58 PM 

To: Santos, Michael (FNIH) [T] < v6 

Cc: Wholley, David (FNIH) [T] < b6 


Subject: FW: [EXTERNAL] RE: ACTIV Vaccines Team topic 


Hi Mike, 


| know what this is about. It’s complicated and potentially really sensitive. Before you agree to have the 


ACTIV Vaccines WG take on this issue, let’s have a War Room conversation (tomorrow AM). 


FC 

From: Marks, Peter < b6 

Sent: Tuesday, March 23, 2021 1:20 PM 

To: Santos, Michael (FNIH) [T] < b6 
Ce: Collins, Francis (NIH/OD) [E] b6 


Subject: RE: [EXTERNAL] RE: ACTIV Vaccines Team topic 
Dear Mike, 
Thanks so much. Will give you a call a bit after 4 PM. Thanks so much. 


Best Regards, 


Peter 

From: Santos, Michael (FNIH) [T] b6 
Sent: Tuesday, March 23, 2021 1:18 PM 

To: Marks, Peter b6 

Ce: Collins, Francis S$ (NIH) bé 


Subject: [EXTERNAL] RE: ACTIV Vaccines Team topic 


COLL0000018901 


CAUTION: This email originated from outside of the organization. Do not click links or open attachments unless you recognize the 
i sender and know the content is safe. 


Hi Peter, 


Yes, of course happy to discuss. |’m free this afternoon from 3:30pm onward and you canreachme at b6 
b6 ~—_ Looking forward to it. 


tos, PhD 
Jice President, Science | Foundation for the National Institutes of Health 


From: Marks, Peter b6 

Sent: Tuesday, March 23, 2021 1:01 PM 

To: Santos, Michael (FNIH) [T] < b6 
Ce: Collins, Francis (NIH/OD) [E] b6 


Subject: ACTIV Vaccines Team topic 
Dear Mike, 


Could | give you a call this afternoon about a possible topic for the ACTIV vaccines subteam? Just let me know a good 
time and number. 


Thanks! 
Peter 


COLL0000018901 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 3/23/2021 6:07:27 PM 

To: Santos, Michael (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr] 

Subject: RE: [EXTERNAL] RE: ACTIV Vaccines Team topic 

If you’re free to call me right now, | can give you a quick heads up. b6 

From: Santos, Michael (FNIH) [T] < b6 

Sent: Tuesday, March 23, 2021 2:00 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Wholley, David (FNIH) [T] < b6 


Subject: RE: [EXTERNAL] RE: ACTIV Vaccines Team topic 

Hi Francis, 

Thanks for the heads up, as! do not know what this is about. | will listen to Peter but not make any promises about 
discussing his suggestion until the War Room has weighed in. |'ll also let Doug know that Peter has reached out and that 


you and the War Room will be taking the next pass on consideration. 


Thanks, 
Mike 


Michaet 


Assam 


ntos, PAD 
¢ President, Science | Foundation for the National Institutes of Health 


From: Collins, Francis (NIH/OD) [E] b6 

Sent: Tuesday, March 23, 2021 1:58 PM 

To: Santos, Michael (FNIH) [T] b6 

Cc: Wholley, David (FNIH) [T] b6 

Subject: FW: [EXTERNAL] RE: ACTIV Vaccines Team topic 


Hi Mike, 


| know what this is about. It’s complicated and potentially really sensitive. Before you agree to have the 
ACTIV Vaccines WG take on this issue, let’s have a War Room conversation (tomorrow AM). 


FC 


From: Marks, Peter b6 

Sent: Tuesday, March 23, 2021 1:20 PM 

To: Santos, Michael (FNIH) [T] < b6 

Ce: Collins, Francis (NIH/OD) [E] < b6 

Subject: RE: [EXTERNAL] RE: ACTIV Vaccines Team topic 


Dear Mike, 


Thanks so much. Will give you a call a bit after 4 PM. Thanks so much. 


COLL0000018902 


Best Regards, 


Peter 

From: Santos, Michael (FNIH) [T] b6 
Sent: Tuesday, March 23, 2021 1:18 PM 

To: Marks, Peter b6 

Ce: Collins, Francis $ (NIH) < b6 


Subject: [EXTERNAL] RE: ACTIV Vaccines Team topic 


CAUTION: This email originated from outside of the organization. Do not click links or open attachments unless you recognize the 
sender and know the content is safe. 


Hi Peter, 


Yes, of course happy to discuss. |’m free this afternoon from 3:30pm onward and you canreachme at —b6 
b6 Looking forward to it. 


Thanks, 
Mike 


Michael Santos, PhD 
Associate Vice President, Science | Foundation for the National Institutes of Health 


From: Marks, Peter < b6 

Sent: Tuesday, March 23, 2021 1:01 PM 

To: Santos, Michael (FNIH) [T] < b6 
Ce: Collins, Francis (NIH/OD) [E] b6 


Subject: ACTIV Vaccines Team topic 
Dear Mike, 


Could | give you a call this afternoon about a possible topic for the ACTIV vaccines subteam? Just let me know a good 
time and number. 


Thanks! 
Peter 


COLL0000018902 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 3/23/2021 6:14:54 PM. 

To: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc] 

Subject: RE: And now... 


Ah yes, that WH cancer initiative, modeled after DARPA, and being shaped by Eric Lander. It will be much 
broader than cancer, and if the President has his way, there will be substantial funding. Very much a work in 
progress — could be a really good thing for NIH, or could be a total mess. 


Francis 

From: Freire, Maria (FNIH) [T] < v6 
Sent: Tuesday, March 23, 2021 2:01 PM 

To: Collins, Francis (NIH/OD) [E] < b6 


Subject: And now... 


Francis, as you know, we still keep very active and moving at a fast clip on our non-ACTIV programs. This brings me to 
the new WH cancer initiative, which | have been following from a distance. | am not sure where this all leads but know 
that we stand ready to help if/when appropriate, especially as ACTIV 2 evolves and will require a different type of 
management. Best, M. 


COLL0000018903 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 3/24/2021 12:31:54 AM 

To: Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras] 

ce Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!] 

Subject: RE: USG COVID-19 Therapeutics Lessons Learned Leadership Group — Mid-point - 03.23.2021 


Wow. These are pretty dense, 


FC 

From: Parker, Ashley (NIH/OD) [E] < b6 
Sent: Tuesday, March 23, 2021 3:33 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Tabak, Lawrence (NIH/OD) [E] < b6 


Subject: RE: USG COVID-19 Therapeutics Lessons Learned Leadership Group — Mid-point - 03.23.2021 
Hi Francis, 


The USG Tx Lessons Learned leadership team met for the second meeting today to discuss recommendations put forth 
by the WGs. Attached are the slides with recommendations and a fact base document to support the prioritized list. 


We were able to cover the background and slides 9-12 with recommendations for the first 4 major themes and plan to 
discuss the others during a follow-up meeting. In summary, there is collective agreement regarding approving the 
recommendations. You will notice some of the recommendations (1.1, 1.2, 1.4, 2.2) were stood up by OWS/ACTIV/NIH 
to address COVID but Janet has stressed the need to have some form of legislation behind them to determine who is 
responsible/in-charge for future pandemics. | was hoping potential leads would have been identified for the 
recommendations (but maybe this needs further discussion) however there is a list of stakeholders for each. 


As you know Stacey (USG Tx PM team) and Mike (leading ACTIV/NIH WG recs/actions) are also involved with these 
conversations. 


| will follow up after we complete review of the remaining recommendations and happy to share any thoughts you may 
have. 


Thanks, 
Ashley 
From: Bugin, Kevin < b6 
Sent: Monday, March 22, 2021 1:04 PM 
To: Woodcock, Janet (FDA/OC) v6 >; Marks, Gilbert (OS/ASPR/BARDA) (CTR) 
b6 Parker, Ashley (NIH/OD) [E] 6 : Armstrong, Kimberly 
(OS/ASPR/BARDA) b6 Adam, Stacey (FNIH) [T] < b6 >; Victoria Davey 
b6 Kilgore, Nicole R CIV USARMY (USA) < b6 >; 
1 b6 b6 
Cc: Teyhen, Deydre (HHS/IOS) b6 ; Erhardt, Bill (NIH/NIAID) [C] < b6 Stone, 
Jessica < v6 Tarnita, Roxana v6 ; King, Mason < b6 
Kristin Schneeman b6 ‘Esther Krofah' b6 ;'Dr Mark 
McClellan, M.D." bé >; ‘Morgan Romine" b6 u>; 
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4 b6 b6 Santos, Michael (FNIH) [T] b6 > 
Subject: [Pre-read] RE: USG COVID-19 Therapeutics Lessons Learned Leadership Group — Mid-point - 03.23.2021 


Good afternoon, 


Hope you are having a great start to your week and thank you again for helping steer the USG’s Covid-19 Clinical 
Evaluation of Therapeutics Lessons Learned effort. 


Over the past few weeks, together with numerous partners across the clinical research landscape who have worked 
together in Working Groups, we have compiled a broad array of lessons learned and have distilled these into select 
action-oriented recommendations that we are hoping to discuss with you tomorrow. We look forward to your review 
and guidance on which of these recommendations to pursue further as part of the next phase of the effort, which is 
focused on building detailed action plans to address the recommendations. 


Ahead of the discussion, please find attached a pre-read of the materials we will be reviewing. We are aiming to spend 
the majority of the time tomorrow discussing the synthesized recommendations on slides 9-15. Additional information 
on recommendation development methodology and a more detailed set of recommendations from each of the Working 
Groups can be found on pages 19-23 and 25-41, respectively. if you are able to review these materials ahead of 
tomorrow, it will provide the opportunity for a much richer discussion and would be greatly appreciated. 


Lalso want to take this opportunity to thank the leads of the Working Groups (copied) and all the members these groups 
who have invested a lot of time and effort into developing a great set of recommendations! The WG leads (copied) will 
be joining us tomorrow to help add the additional color commentary from their WG discussions and help answer any 
questions you may have. 


Thank you and please don’t hesitate to reach out with any questions. Looking forward to the discussion. 


Best, 
Kevin 


From: Woodcock, Janet < b6 > 
Sent: Wednesday, February 10, 2021 1:53 PM 
To: Woodcock, Janet; Ramakrishnan, Raahul; Bugin, Kevin; Marks, Gilbert L (OS); Parker, Ashley S (NIH); Armstrong, 


Kimberly (OS); Adam, Stacey J (NIH); b6 Kilgore, Nicole R CIV USARMY (USA); 
4 b6 Kristin Schneeman; ‘Esther Krofah'; 'Dr Mark McClellan, M.D.'; ‘Morgan Romine'; 
4 b6 Santos, Michael R (NIH) 


Ce: Teyhen, Deydre (OS); Erhardt, Bill A (NIH) 

Subject: USG COVID-19 Therapeutics Lessons Learned Leadership Group — Mid-point 

When: Tuesday, March 23, 2021 2:00 PM-3:00 PM (UTC-05:00) Eastern Time (US & Canada). 
Where: Webex 


Purpose: Review progress of small working groups to kick-off and collate fact-base, approve prioritization from small 
working groups, and provide guidance on path to synethsis and public dissemination. 


When it's time, join your Webex meeting here. 


COLL0000018905 


More ways to join: 


Join from the meeting link 
https://fda1 .webex. b6 


Join by meeting number 
Meeting number (access code): b6 
Meeting password: b6 5 


Tap to join from a mobile device (attendees only) 
b6 


JS Toll Free 
JS Toll 
Join by phone 
b6 US Toll 
b6 US Toll Free 


Toll-free calling restrictions 


If you are a host, click here to view host information. 


Need help? Go to https://help.webex.com 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 3/24/2021 8:55:50 PM. 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

ce Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc] 

Subject: RE: quick question about (b) (5) conversation 

Flag: Follow up 


Interesting. David Kessler called me out of the blue at midday. He said that his assistant Dina had arrived and 
is going through all of the funding requests, and that ACTIV-6 was definitely going to be funded. But he 
wanted to know whether we really intended to test 5 — 7 agents, especially if they were agents that we 
thought had a very low likelihood of providing benefit. 


| said that we were prioritizing for those that the ACTIV team thought would have the greatest impact, starting 
with ivermectin and fluvoxamine. He sounded relieved that there weren't going to be 5 —7 right at the start. | 
said we would continue to explore others, and another possibility under consideration was (b)(5)_ — but 
made no promises. 


It sounds as if that conversation was shared with someone at HHS. Having had the experience of trying to 
interpret Kessler comments, | can imagine there was some loss in translation. 


FC 

From: Wholley, David (FNIH) [T] < b6 
Sent: Wednesday, March 24, 2021 3:31 PM 
To: Collins, Francis (NIH/OD) [E] < b6 
Ce: Freire, Maria (FNIH) [T] < b6 


Subject: quick question about (b)(5) conversation 


Francis, 

A heads up that one of our NIAID contacts mentioned to Stacey that there is some kind of expectation at HHS that 
ACTIV-6 will be testing (b) (5) __ as well as ivermectin and fluvoxamine. Do you know anything about that? We will not 
know for sure until next week by the way, but my understanding is that (b) (5) has not fared that well in the ACTIV 
prioritization team’s discussions thus far. Just want to make sure there will not be an issue if they end up 
recommending against testing it. 


David Wholley 

Senior Vice-President, Research Partnerships 

Foundation for the National Institutes of Health 
b6 thih 

11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


| fling vi) 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 
Sent: 3/22/2021 8:49:30 AM 
To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Menetski, Joseph (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc42427ea3d34f1e072f8cb7-menetskijp]; Santos, Michael (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=ab38cb6836de44¢ 18ef4cc6952f65f80-santosmr]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Tabak, Lawrence (NIH/OD) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl]; Lane, Cliff (NIH/NIAID) [E] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Anderson, James (NIH/OD) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Rutter, Joni 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=157b2517ddbS46a8a72844c3Seadb062-jrutter]; Patterson, Amy (NIH/NHLBI) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f319 1d65bb70f-pattersa]; Parker, Ashley (NIH/OD) [E] 
/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras] 
Subject: FW: question about viral isolates chosen for sequencing 
Attachments: NSC Briefing_Variants_MCMs_Surveillance 19 March 2021.pdf 


| decided to pose the question about sequencing viral genomes after vaccine breakthroughs to Dan Jernigan 
rather than Rochelle Walensky or Nancy Messonnier. See response below. The slide deck is interesting. 


FC 

From: Jernigan, Daniel B. (CDC/DDID/NCIRD/ID) < b6 

Sent: Sunday, March 21, 2021 10:11 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Messonnier, Nancy (CDC/DDID/NCIRD/OD) < b6 Dugan, Vivien (CDC/DDID/NCIRD/ID) 
< b6 Galloway, Summer (CDC/DDID/NCIRD/ID) < b6 


Subject: RE: question about viral isolates chosen for sequencing 


Francis: 
Thanks. Regarding sequencing of variants, yes, priority will be given to any specimen/virus available. | have cc’d Vivien 
Dugan who can address the efforts, and the challenges in getting available specimen after the initial testing is done. 


There is a specific effort on facilitating evaluation of these cases. Nancy is cc’'d and can respond and connect folks from 
the Vaccine Task Force that are working on studies and surveillance to address what you have identified. | have 
attached a slide deck from a NSC briefing the SIG gave on Friday which addresses this in the vaccine section around slide 
20. There is a table with the various activities. Let us know if this answers the question and happy to work with Nancy 
on follow ups. 

Thanks 

Dan. 


From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Sunday, March 21, 2021 9:15 PM 


COLLO0000018909 


To: Jernigan, Daniel B. (CDC/DDID/NCIRD/ID) < b6 

Cc: Messonnier, Nancy (CDC/DDID/NCIRD/OD) < b6 
Subject: question about viral isolates chosen for sequencing 
Hi Dan, 


A question came up at the ACTIV leadership team meeting last week 


(6) 6) 


Thanks, Francis 


) 6) 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 
Sent: 3/25/2021 12:45:27 AM 
To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d67 7257 -wholleyd]; Wojtowicz, Emma 
(NIH/OD) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=45c66 10aca6e44a08d497630425eSecd-wojtowiczem]; Parker, Ashley 
(INIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras] 
ce: Burklow, John (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43cO8be856acb5b964ca-burklow)]; Myles, Renate (NIH/OD) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Fine, Amanda (NIH/OD) [E] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=61290b74aa9244358954c45439ffdeb6-fineab]; Roberts, Jacqueline (NIH/OD) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=50c3ed243e2b4df4 beS4b8c2e446a7ba-robertsjm]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Read, Sarah (NIH/NIAID) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Adam, Stacey (FNIH) [T] 
/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane] 
Subject: RE: FOR INPUT: WaPo inquiry on ivermectin and covid-19 


We do expect to launch ACTIV-6 soon, but it would be premature to discuss this before Friday. 


FC 


From: Wholley, David (FNIH) [T] < b6 

Sent: Wednesday, March 24, 2021 8:40 PM 

To; Wojtowicz, Emma (NIH/OD) [E] < b6 Collins, Francis (NIH/OD) [E] < b6 

Parker, Ashley (NIH/OD) [E] < b6 

Ce: Burklow, John (NIH/OD) [E] < b6 Myles, Renate (NIH/OD) [E] < b6 Fine, 
Amanda (NIH/OD) [E] < b6 Roberts, Jacqueline (NIH/OD) [E] < b6 Freire, Maria 
(FNIH) [T] < b6 Read, Sarah (NIH/NIAID) [E] < v6 Adam, Stacey (FNIH) [T] 

< b6 Lane, Cliff (NIH/NIAID) [E] < b6 

Subject: RE: FOR INPUT: WaPo inquiry on ivermectin and covid-19 


HI Emma, this is totally up to NIH Comms and of course Dr. Collins. However the ACTIV-6 trial is not yet contracted or 
funded, and so | would suggest demurring on offering any specific comment on this. One could reassure Laurie that if 
USG were ever to test ivermectin it would of course only do so with human therapeutic formulations and doses of the 


drug, not the veterinary formulations that have been used as a stopgap in some countries, but of course | leave that to 
NIH’s discretion as well. 


Copying a few additional folks with interest in this in case there is other comment. 


David 


From: Wojtowicz, Emma (NIH/OD) [E] < b6 
Sent: Wednesday, March 24, 2021 7:10 PM 


COLL0000018911 


To: Collins, Francis (NIH/OD) [E] 6 >; Wholley, David (FNIH) [T] < b6 Parker, Ashley 
(NIH/OD) [E] < b6 > 

Ce: Burklow, John (NIH/OD) [E] b6 ; Myles, Renate (NIH/OD) [E] < b6 Fine, 
Amanda (NIH/OD) [E] b6 Roberts, Jacqueline (NIH/OD) [E] < b6 j 

Subject: FOR INPUT: WaPo inquiry on ivermectin and covid-19 


Good evening- 


We received an inquiry from Laurie McGinley with the Washington Post about ACTIV-6 and ivermectin, please the email 
below. We understand from NCATS that enrollment will likely start in June. Since we have not announced this yet, 
please advise on how we should respond. Laurie’s deadline is Friday. 


Thank you- 
Emma 


From: McGinley, Laurie <iaurie.mcginiley@washpost.com> 
Sent: Wednesday, March 24, 2021 2:10 PM 

To: Wojtowicz, Emma (NIH/OD) [E] v6 
Subject: ivermectin and covid-19 


Hi Emma, 

How are you? I’m working on a story about ivermectin and covid-19, in part because of the consumer warning from the 
FDA to avoid taking veterinary versions that can cause health problems. While reporting the story, | was told that the 
NIH will soon launch an ACTIV-6 for approved drugs, to see if they are beneficial for covid-19. | was told that ivermectin 
is likely to be the first drug studied and that several other drugs are on the list for a pragmatic trial. | believe this will be 
announced very soon. | wanted to request an interview with Dr. Collins so that | can include this in the ivermectin 
story—and make sure | get the NIH’s involvement exactly right! 

Thanks very much, 

Laurie 


Laurie McGinley 

Staff reporter 

The Washington Post 
b6 c 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 
Sent: 3/19/2021 5:15:12 PM. 
To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd]; Menetski, Joseph (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001afS2dc4a427ea3d34f1e072f8cb7-menetskijp] 
ce; Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Tabak, Lawrence (NIH/OD) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabak|]; Lane, Cliff (NIH/NIAID) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Anderson, James (NIH/OD) [E] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Patterson, Amy 
(NIH/NHLBI) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f319 1d6Sbb70f-pattersa]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Rutter, Joni (NIH/NCATS) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=157b2517ddbS46a8a72844c3Seadb062-jrutter] 
Subject: Hever complaints about TRACE 
Attachments: Hever_031921.pptx 


Hi David and Joe, 
(b) (5) 


Fe 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 1/13/2021 10:20:49 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

Subject: wanted to be sure you saw this 


With Stoffels not able to join the LT tomorrow, should we consider postponing? 


From: Collins, Francis (NIH/OD) [E] 

Sent: Wednesday, January 13, 2021 1:39 PM 

To: Menetski, Joseph (FNIH) [T] < b6 Wholley, David (FNIH) [T] < b6 
Ce: Tabak, Lawrence (NIH/OD) [E] < b6 

Subject: FW: virus variants and Stoffels 


Hi Joe and David, 


See note below from Janet. (b) (5) 
Another note from Paul Stoffels — b6 
b6 This is really unfortunate — no Stoffels and no Dolsten. Should we consider rescheduling? 
FC 
From: Woodcock, Janet v6 
Sent: Wednesday, January 13, 2021 1:16 PM 
To: Collins, Francis (NIH/OD) [E] b6 > 


Subject: virus variants 


Francis | saw the proposal you made for ACTIV on this issue. Unfortunately, I'll not be able to be at all the exec comm 
meeting tomorrow. 


As you probably know, OWS/therapeutics research group that includes NIAID folk are doing pseudovirus variant neut 
testing in CBER labs. Most of the MoAb sponsors have agreed to participate. The global circulating variants are being 
given priority. 


We are also funding live virus testing for leading variants, that will start as soon as they get the virus. 


CDER/FDA is interested in a having a strategy in case variants start to predominate, both for AB development and I don’t 
know about vaccines, haven’t talked to Peter. They think a public meeting should be help on this at some point. 


V'll try to come to as much of the exec comm as possible. Are you going to raise these issues here? jw 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 3/25/2021 1:24:56 AM 

To: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257-wholleyd]; Wojtowicz, Emma 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=45c6610aca6e44a08d497630425e5ecd-wojtowiczem]; Parker, Ashley 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras] 

GG Burklow, John (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2e57f267323b43cO8be856acb5b964ca-burklowj]; Fine, Amanda (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=61290b74aa9a44358954c45439ffdeb6-fineab]; Roberts, Jacqueline (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=50c3ed243e2b4df4 beS4b8c2e446a7ba-robertsjm]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Read, Sarah (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane] 

Subject: RE: FOR INPUT: WaPo inquiry on ivermectin and covid-19 


Sorry, the reference to Friday was because that is Laurie McGinley’s deadline. 


FC 

From: Myles, Renate (NIH/OD) [E] < b6 

Sent: Wednesday, March 24, 2021 9:14 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 Wojtowicz, 
Emma (NIH/OD) [E] < b6 Parker, Ashley (NIH/OD) [E] < b6 

Ce: Burklow, John (NIH/OD) [E] < b6 Fine, Amanda (NIH/OD) [E] < b6 Roberts, 
Jacqueline (NIH/OD) [E] < b6 Freire, Maria (FNIH) [T] < b6 Read, Sarah (NIH/NIAID) 
[El< b6 Adam, Stacey (FNIH) [T] < b6 Lane, Cliff (NIH/NIAID) [E] 

< b6 


Subject: Re: FOR INPUT: WaPo inquiry on ivermectin and covid-19 
Hi Francis: 


Is there something happening on Friday? Our understanding is that enrollment for this trial is expected to start in June, 
so that’s when we would plan to announce it, consistent with how we’ve announced other ACTIV protocols. 


Thanks, 
Renate 


Renate Myles 

Deputy Director for Public Affairs 

Office of Communications and Public Liaison 
National Institutes of Health 
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Fro b6 

Sent: Wednesday, March 24, 2021 8:45:27 PM 

To: Wholley, David (FNIH) [T] < b6 Wojtowicz, Emma (NIH/OD) [E] < v6 

Parker, Ashley (NIH/OD) [E] < b6 

Cc; Burklow, John (NIH/OD) [E] b6 2; Myles, Renate (NIH/OD) [E] v6 >; Fine, 
Amanda (NIH/OD) [E] b6 Roberts, Jacqueline (NIH/OD) [E] b6 >; Freire, Maria 
(FNIH) [7] v6 ; Read, Sarah (NIH/NIAID) [E] v6 Adam, Stacey (FNIH) [T] 

< b6 ; Lane, Cliff (NIH/NIAID) [E] b6 


Subject: RE: FOR INPUT: WaPo inquiry on ivermectin and covid-19 


We do expect to launch ACTIV-6 soon, but it would be premature to discuss this before Friday. 


FC 

From: Wholley, David (FNIH) [T] < b6 

Sent: Wednesday, March 24, 2021 8:40 PM 

To; Wojtowicz, Emma (NIH/OD) [E] < b6 Collins, Francis (NIH/OD) [E] b6 

Parker, Ashley (NIH/OD) (E] b6 

Ce: Burklow, John (NIH/OD) [E] < b6 Myles, Renate (NIH/OD) [E] < b6 Fine, 
Amanda (NIH/OD) [E] bé Roberts, Jacqueline (NIH/OD) [E] b6 >; Freire, Maria 


(FNIH) [7] b6 >; Read, Sarah (NIH/NIAID) [E] < b6 >; Adam, Stacey (FNIH) [T] 
b6 Lane, Cliff (NIH/NIAID) [E] < b6 7 
Subject: RE: FOR INPUT: WaPo inquiry on ivermectin and covid-19 


HI Emma, this is totally up to NIH Comms and of course Dr. Collins. However the ACTIV-6 trial is not yet contracted or 
funded, and so | would suggest demurring on offering any specific comment on this. One could reassure Laurie that if 
USG were ever to test ivermectin it would of course only do so with human therapeutic formulations and doses of the 
drug, not the veterinary formulations that have been used as a stopgap in some countries, but of course | leave that to 
NIH’s discretion as well. 


Copying a few additional folks with interest in this in case there is other comment. 


David 

From: Wojtowicz, Emma (NIH/OD) [E] b6 > 

Sent: Wednesday, March 24, 2021 7:10 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] b6 Parker, Ashley 
(NIH/OD) [E] <a b6 

Ce: Burklow, John (NIH/OD) [E] b6 >; Myles, Renate (NIH/OD) [E] b6 ; Fine, 
Amanda (NIH/OD) [E] < b6 ; Roberts, Jacqueline (NIH/OD) [E] b6 


Subject: FOR INPUT: WaPo inquiry on ivermectin and covid-19 

Good evening- 

We received an inquiry from Laurie McGinley with the Washington Post about ACTIV-6 and ivermectin, please the email 
below. We understand from NCATS that enrollment will likely start in June. Since we have not announced this yet, 


please advise on how we should respond. Laurie’s deadline is Friday. 


Thank you- 
Emma 
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From: McGinley, Laurie <iaurie.meginley@washpost.com> 
Sent: Wednesday, March 24, 2021 2:10 PM 

To: Wojtowicz, Emma (NIH/OD) [E] < b6 
Subject: ivermectin and covid-19 


Hi Emma, 

How are you? I’m working on a story about ivermectin and covid-19, in part because of the consumer warning from the 
FDA to avoid taking veterinary versions that can cause health problems. While reporting the story, | was told that the 
NIH will soon launch an ACTIV-6 for approved drugs, to see if they are beneficial for covid-19. | was told that ivermectin 
is likely to be the first drug studied and that several other drugs are on the list for a pragmatic trial. | believe this will be 
announced very soon. | wanted to request an interview with Dr. Collins so that | can include this in the ivermectin 
story—and make sure | get the NIH’s involvement exactly right! 

Thanks very much, 

Laurie 


Laurie McGinley 

Staff reporter 

The Washington Post 
b6 c 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 
Sent: 3/26/2021 5:30:06 PM. 
To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Wojtowicz, Emma 
(NIH/OD) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=45c66 10aca6e44a08d497630425eSecd-wojtowiczem]; Myles, Renate 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras] 
GG Burklow, John (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2e57f267323b43cO8be856acb5b964ca-burklowj]; Fine, Amanda (NIH/OD) [E] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=61290b74aa9a44358954c45439ffdeb6-fineab]; Roberts, Jacqueline (NIH/OD) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=50c3ed243e2b4df4 beS4b8c2e446a7ba-robertsjm]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Read, Sarah (NIH/NIAID) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=527b160038004a199ae6e0bac2226099-readsa]; Adam, Stacey (FNIH) [T] 
/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Rutter, Joni (NIH/NCATS) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=157b2517ddb546a8a72844c35eadb062-jrutter] 
Subject: RE: FOR INPUT: WaPo inquiry on ivermectin and covid-19 


Agree that “strong candidate” is a better choice of words. 


FC 

From: Wholley, David (FNIH) [T] < b6 

Sent: Friday, March 26, 2021 1:21 PM 

To: Wojtowicz, Emma (NIH/OD) [E] < b6 Myles, Renate (NIH/OD) [E] < b6 

Collins, Francis (NIH/OD) [E] < b6 Parker, Ashley (NIH/OD) [E] < b6 

Cc; Burklow, John (NIH/OD) [E] < b6 Fine, Amanda (NIH/OD) [E] < b6 Roberts, 
Jacqueline (NIH/OD) [E] < b6 Freire, Maria (FNIH) [T] < b6 Read, Sarah (NIH/NIAID) 
[E]< b6 Adam, Stacey (FNIH) [T] < b6 Lane, Cliff (NIH/NIAID) [E] 

< b6 Rutter, Joni (NIH/NCATS) [E] <joni. b6 


Subject: RE: FOR INPUT: WaPo inquiry on ivermectin and covid-19 


(&) (5) (b) 

(b) (5) am copying Joni Rutter to 
make sure she is in the loop. 
From: Wojtowicz, Emma (NIH/OD) [E] b6 
Sent: Friday, March 26, 2021 1:08 PM 
To: Myles, Renate (NIH/OD) [E] v6 Collins, Francis (NIH/OD) [E] < b6 Wholley, 
David (FNIH) [T] b6 ; Parker, Ashley (NIH/OD) [E] < b6 
Cc: Burklow, John (NIH/OD) [E] b6 Fine, Amanda (NIH/OD) [E] b6 ; Roberts, 
Jacqueline (NIH/OD) [E] < dé *>; Freire, Maria (FNIH) [T] b6 >; Read, Sarah (NIH/NIAID) 
(E] b6 Adam, Stacey (FNIH) [T] b6 >; Lane, Cliff (NIH/NIAID) [E] 
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< b6 q 
Subject: RE: FOR INPUT: WaPo inquiry on ivermectin and covid-19 


Laurie McGinley is asking us to confirm the information that she has on ACTIV-6. We already let her know that we are 
still finalizing ACTIV-6 and do not have anything to share at this point, but since she is running a story we would like to 
provide accurate information. Please review our input and let us know if you have any edits or concerns: 


¢ =©NIHis desete-anneuncing planning an ACTIV-6 --- a pragmatic trial that will focus on mostly already approved 
drugs, to see if they show efficacy in covid-19 symptoms 


© The effort could involve multiple 42-45 drugs 
. (b) 6) 


e It has been difficult for the U.S. to do these kinds of trials, in part because the health care system is so 
fragmented and because it is hard to enlist people in trials for drugs that are already approved and available. 
This would be a very important effort. 

© Onivermectin, there is very little solid evidence that it prevents or treats covid-19, per Infectious Disease Society 
of America. Still, it’s a good candidate for the trial because it will be helpful for people to know whether or not it 


works. 
e And yes, the lack of data is prompting some people to take ivermectin paste for horses, which the FDA warned 
against. 
Thank you- 
Emma 
From: Myles, Renate (NIH/OD) [E] b6 
Sent: Wednesday, March 24, 2021 9:26 PM 
To: Collins, Francis (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] b6 ; Wojtowicz, 
Emma (NIH/OD) [E] b6 v>; Parker, Ashley (NIH/OD) [E] < b6 
Ce: Burklow, John (NIH/OD) [E] < b6 Fine, Amanda (NIH/OD) [E] < b6 Roberts, 
Jacqueline (NIH/OD) [E] b6 ; Freire, Maria (FNIH) [T] b6 Read, Sarah (NIH/NIAID) 
(E) b6 >; Adam, Stacey (FNIH) [T] < b6 Lane, Cliff (NIH/NIAID) [E] 
b6 7 


Subject: Re: FOR INPUT: WaPo inquiry on ivermectin and covid-19 
Ah, okay. Thanks for the clarification. 


Renate Myles 
Deputy Director for Public Affairs 
Office of Communications and Public Liaison 
National Institutes of Health 
b6 


From: Collins, Francis (NIH/OD) [E] b6 

Sent: Wednesday, March 24, 2021 9:24 PM 

To; Myles, Renate (NIH/OD) [E]; Wholley, David (FNIH) [T]; Wojtowicz, Emma (NIH/OD) [E]; Parker, Ashley (NIH/OD) [E] 
Ce: Burklow, John (NIH/OD) [E]; Fine, Amanda (NIH/OD) [E]; Roberts, Jacqueline (NIH/OD) [E]; Freire, Maria (FNIH) [T]; 
Read, Sarah (NIH/NIAID) [E]; Adam, Stacey (FNIH) [T]; Lane, Cliff (NIH/NIAID) [E] 

Subject: RE: FOR INPUT: WaPo inquiry on ivermectin and covid-19 


Sorry, the reference to Friday was because that is Laurie McGinley’s deadline. 
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FC 


From: Myles, Renate (NIH/OD) [E] < b6 
Sent: Wednesday, March 24, 2021 9:14 PM 
To: Collins, Francis (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 Wojtowicz, 
Emma (NIH/OD) [E] < b6 Parker, Ashley (NIH/OD) [E] < b6 
Ce: Burklow, John (NIH/OD) [E] b6 »; Fine, Amanda (NIH/OD) [E] < b6 ‘>; Roberts, 
Jacqueline (NIH/OD) [E] < b6 >; Freire, Maria (FNIH) [T] < Gs Read, Sarah (NIH/NIAID) 
[El< b6 >; Adam, Stacey (FNIH) [T] b6 Lane, Cliff (NIH/NIAID) [E] 

v6 


Subject: Re: FOR INPUT: WaPo inquiry on ivermectin and covid-19 
Hi Francis: 


Is there something happening on Friday? Our understanding is that enrollment for this trial is expected to start in June, 
so that’s when we would plan to announce it, consistent with how we’ve announced other ACTIV protocols. 


Thanks, 
Renate 


Renate Myles 

Deputy Director for Public Affairs 

Office of Communications and Public Liaison 
National Institutes of Health 


b6 
From: Collins, Francis (NIH/OD) [E] b6 
Sent: Wednesday, March 24, 2021 8:45:27 PM 
To: Wholley, David (FNIH) [T] b6 Wojtowicz, Emma (NIH/OD) [E] b6 > 
Parker, Ashley (NIH/OD) [E] < b6 
Ce: Burklow, John (NIH/OD) [E] b6 v>; Myles, Renate (NIH/OD) [E] < b6 >; Fine, 
Amanda (NIH/OD) [E] < b6 Roberts, Jacqueline (NIH/OD) [E] b6 Freire, Maria 
(FNIH) (T] b6 Read, Sarah (NIH/NIAID) [E] b Adam, Stacey (FNIH) [T] 
< b6 >; Lane, Cliff (NIH/NIAID) [E] b6 > 


Subject: RE: FOR INPUT: WaPo inquiry on ivermectin and covid-19 
We do expect to launch ACTIV-6 soon, but it would be premature to discuss this before Friday. 


FC 


From: Wholley, David (FNIH) [T] <d bé 

Sent: Wednesday, March 24, 2021 8:40 PM 

To: Wojtowicz, Emma (NIH/OD) [E] b6é Collins, Francis (NIH/OD) [E] < b6 

Parker, Ashley (NIH/OD) [E] < b6 > 

Cc: Burklow, John (NIH/OD) [E] < b6 ; Myles, Renate (NIH/OD) [E] < b6 >; Fine, 
Amanda (NIH/OD) [E] < v6 >; Roberts, Jacqueline (NIH/OD) [E] b6 Freire, Maria 
(FNIH) (T] < b6 Read, Sarah (NIH/NIAID) [E] b6 y>; Adam, Stacey (FNIH) [T] 

b6 Lane, Cliff (NIH/NIAID) [E] < b6 

Subject: RE: FOR INPUT: WaPo inquiry on ivermectin and covid-19 


HI Emma, this is totally up to NIH Comms and of course Dr. Collins. However the ACTIV-6 trial is not yet contracted or 
funded, and so I would suggest demurring on offering any specific comment on this. One could reassure Laurie that if 
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USG were ever to test ivermectin it would of course only do so with human therapeutic formulations and doses of the 
drug, not the veterinary formulations that have been used as a stopgap in some countries, but of course | leave that to 
NIH’s discretion as well. 


Copying a few additional folks with interest in this in case there is other comment. 


David 


From: Wojtowicz, Emma (NIH/OD) [E] < b6 

Sent: Wednesday, March 24, 2021 7:10 PM 

To: Collins, Francis (NIH/OD) [E] bé >; Wholley, David (FNIH) [T] b6 >; Parker, Ashley 
(NIH/OD) [E] < b6 

Cc: Burklow, John (NIH/OD) [E] b6 ; Myles, Renate (NIH/OD) [E] < b6 Fine, 
Amanda (NIH/OD) [E] b6 Roberts, Jacqueline (NIH/OD) [E] < b6 

Subject: FOR INPUT: WaPo inquiry on ivermectin and covid-19 


Good evening- 


We received an inquiry from Laurie McGinley with the Washington Post about ACTIV-6 and ivermectin, please the email 
below. We understand from NCATS that enrollment will likely start in June. Since we have not announced this yet, 
please advise on how we should respond. Laurie’s deadline is Friday. 


Thank you- 
Emma 


From: McGinley, Laurie <iaurie. meginley@washpost.com> 
Sent: Wednesday, March 24, 2021 2:10 PM 

To: Wojtowicz, Emma (NIH/OD) [E] < b6 
Subject: ivermectin and covid-19 


Hi Emma, 

How are you? I’m working on a story about ivermectin and covid-19, in part because of the consumer warning from the 
FDA to avoid taking veterinary versions that can cause health problems. While reporting the story, | was told that the 
NIH will soon launch an ACTIV-6 for approved drugs, to see if they are beneficial for covid-19. | was told that ivermectin 
is likely to be the first drug studied and that several other drugs are on the list for a pragmatic trial. | believe this will be 
announced very soon. | wanted to request an interview with Dr. Collins so that | can include this in the ivermectin 
story—and make sure | get the NIH’s involvement exactly right! 

Thanks very much, 

Laurie 


Laurie McGinley 

Staff reporter 

The Washington Post 
b6 c 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 3/25/2021 10:31:04 PM 

To: Fine, Amanda (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=61290b74aa9a44358954c45439ffdeb6-fineab]; Roberts, Jacqueline (NIH/OD) 

E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=50c3ed243e2b4df4be54b8c2e446a7ba-robertsjm]; Wood, Gretchen 

(INIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs]; McManus, Ayanna (NIH/OD) 

E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249bSb36ad216e237e-amcmanus) 

GG Burklow, John (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43cO8be856acb5b964ca-burklow|]; Myles, Renate (NIH/OD) 

E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Wojtowicz, Emma (NIH/OD) 

(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=45c6610aca6e44a08d49763042SeS5ecd-wojtowiczem]; NIH NMB (NIH/OD) 

[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40217e93fe7a42ce830b6a172c2f2ac2-nihnmb] 

Subject: RE: Interview Request for Dr. Collins: FNIH podcast "Pull up a Chair with Dr. Freire: COVID Conversations" 


| don’t need to listen, it was a good conversation without any concerns. Fine to post it. 


BG. 

From: Fine, Amanda (NIH/OD) [E] < b6 

Sent: Thursday, March 25, 2021 6:25 PM 

To; Collins, Francis (NIH/OD) [E] < b6 Roberts, Jacqueline (NIH/OD) [E] < b6 

Wood, Gretchen (NIH/OD) [E] < b6 McManus, Ayanna (NIH/OD) [E] < b6 

Ce: Burklow, John (NIH/OD) [E] < b6 Myles, Renate (NIH/OD) [E] < b6 Wojtowicz, 
Emma (NIH/OD) [E] < b6 NIH NMB (NIH/OD) < b6 


Subject: RE: Interview Request for Dr. Collins: FNIH podcast "Pull up a Chair with Dr. Freire: COVID Conversations" 
Hi Francis- 


FNIH shared your podcast episode with us to make sure there were no concerns: 


We did listen to it and it sounded good. Let us know if you would like to listen to it before we give FNIH the okay. 


Thanks! 
Amanda 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Thursday, January 28, 2021 10:34 PM 

To: Roberts, Jacqueline (NIH/OD) [E] v6 Wood, Gretchen (NIH/OD) [E] v6 ; 
McManus, Ayanna (NIH/OD) [E] b6 

Ce: Burklow, John (NIH/OD) [E] b6 \>; Myles, Renate (NIH/OD) [E] b6 ; Fine, 
Amanda (NIH/OD) [E] b6 Wojtowicz, Emma (NIH/OD) [E] b6 ; NIH NMB 
(NIH/OD) b6 

Subject: RE: Interview Request for Dr. Collins: FNIH podcast "Pull up a Chair with Dr. Freire: COVID Conversations" 
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OK 


From: Roberts, Jacqueline (NIH/OD) [E] b6 

Sent: Thursday, January 28, 2021 4:06 PM 

To: Collins, Francis (NIH/OD) [E] b6 >; Wood, Gretchen (NIH/OD) [E] b6 ; McManus, 
Ayanna (NIH/OD) [E] < b6 

Ce: Burklow, John (NIH/OD) [E] b6 : Myles, Renate (NIH/OD) [E] < b6 Fine, 
Amanda (NIH/OD) [E) b6 ; Wojtowicz, Emma (NIH/OD) [E] b6 : NIH NMB 
(NIH/OD) b6 

Subject: Interview Request for Dr. Collins: FNIH podcast "Pull up a Chair with Dr. Freire: COVID Conversations" 


Interview Request for Dr. Collins 
January 28, 2021 


Request: Topic — ACTIV 
Deadline: 45-minutes on Zoom by February 19, 2021. 30-minute interview with 10-15 minutes for tech check. 


Additional information: 

Dr. Maria C. Freire invited Dr. Collins to join her new podcast, Pull up a Chair with Dr. Freire: COVID 
Conversations. Dr. Freire would like to have a conversation about ACTIV, how that partnership came together, 
how protocols were developed, etc, 


The podcast has not launched yet, so they are unclear on anticipated downloads. The audience is broad/general 
public. They are trying to get complicated concepts into simple terms to be understood by the general public, 
especially as it relates to COVID therapeutics and vaccines. 

FNIH plans on posting the podcast on Apple, Spotify, FNIH website, and FNIH social media. 


Recommendation: 
We understand Dr. Collins has already accepted. OCPL can help with scheduling. 


Submitted by: 
Jackie Roberts, b6 


NIH OCPL 


Media contact information: 
Abbey Meltzer 
Vice President, FNIH 


amelizei h.org 


Other important notes: 


Accept: 
Decline: 
Need more information: 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 3/10/2021 10:39:52 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Freire, Maria (FNIH) [T] 

'o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Tabak, Lawrence (NIH/OD) 

(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|]; Lane, Cliff (NIH/NIAID) [E] 

o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Anderson, James (NIH/OD) [E] 

o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Rutter, Joni 

(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=157b2517ddb546a8a72844c3Seadb062-jrutter]; Patterson, Amy (NIH/NHLBI) 

E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f3191d65bb70i-pattersa]; Parker, Ashley (NIH/OD) [E] 

[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras] 

Subject: FW: Letter to request confidential meeting 

Attachments: Chen et al Live VOC virus NT by mAbs and vaccine-immune serum.pdf; Pinto et al 7831 and 7832 parent mAb Nature 
2020.pdf; Schafer et all NT does not correlate with mAb potency in vivo.pdf; Winkler et al, effector functions in 
treament severe disease.pdf; Bournazos et al Vaccinal Antibodies.pdf; Letter Dr. Collins and Dr. Fauci re ACTIV-3 
DSMB 3-9-21 as sent.pdf 


We'll need to discuss this today... 


From: Skip Virgin < b6 

Sent: Tuesday, March 9, 2021 2:59 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Fauci, Anthony (NIH/NIAID) [E] < b6 
Ce: Phil Pang < b6 George Scangos < b6 Skip Virgin < b6 


Subject: Letter to request confidential meeting 
Dear Francis and Tony, 


| communicate this letter from myself and other leaders at Vir Biotechnology (copied here) to request a 
confidential meeting with you (preferably the 5 of us). 


We deeply appreciate the time and effort expended at this busy time to address this request which is 
communicated with all respect. 


Skip 


Herbert W. ‘Skip’ Virgin M.D., Ph.D. 
Executive Vice President, Research 
Chief Scientific Officer 

Vir Biotechnology 

499 Illinois Avenue 

San Francisco CA 94158 
he/him/his 


Adjunct Professor of Pathology and Immunology 
Washington University School of Medicine 
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Adjunct Professor of Internal Medicine 
UTSouthwestern Medical Center 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 3/26/2021 5:46:26 PM. 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

ce: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Rutter, Joni (NIH/NCATS) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=157b2517ddb546a8a72844c3Seadb062-jrutter]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonim]; Patterson, Amy 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f319 1d6Sbb70f-pattersa] 

Subject: RE: Two questions from war room this morning 


Thanks for these follow ups, much appreciated. 


From: Wholley, David (FNIH) [T] < b6 

Sent: Friday, March 26, 2021 10:50 AM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Tabak, Lawrence (NIH/OD) [E] < b6 Lane, Cliff (NIH/NIAID) [E] < b6 Freire, 
Maria (FNIH) [T] < b6 Rutter, Joni (NIH/NCATS) [E] < b6é Parker, Ashley (NIH/OD) [E] 
< b6 Anderson, James (NIH/OD) [E] < b6 Patterson, Amy (NIH/NHLBI) [E] 
< b6 


Subject: FW: Two questions from war room this morning 


Hi Francis, please see below. 

1) Dowe have any sense of when the Lenze fluvoxamine trial is due to read out? 
The last time that we spoke with Eric Lenze he had predicted the end of April. Stacey will check in with him again 
because it has been a few weeks. (b) (4). (b) (5), 


2) Dowe know if ACTIV-2 still needs additional funds, particularly if we are going to drop the Bl mAb, and if so, how 
much? And do we know about when the oral protease can start, and what the issues are besides funding? 


David 

David Wholley 

Senior Vice-President, Research Partnerships 

Foundation for the National Institutes of Health 
b6 fni 

11400 Rockville Pike 


da, MD 20852 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 3/27/2021 4:55:36 PM 

To: Bradner, James [ v6 

(ef Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; 
f b6 

Subject: RE: [EXTERNAL] BGTC 


Hey Jay, 


Thanks for your note. That is wonderful news about Novartis and BGTC! I’d love to talk with you more about 


this. Would you have any time on Monday? 


Best, Francis 


From: Bradner, James < b6 

Sent: Friday, March 26, 2021 1:20 PM 

To: b6 

Cc: Wholley, David (FNIH) [T] < bé Collins, Francis (NIH/OD) [E] < 


Subject: Re: [EXTERNAL] BGTC 


thank you, b6 for the rapid correspondences here. 
(b) (5) 


best, jay 


Jay Bradner, M.D. 
President | Novartis Institutes for BioMedical Research 
james. bradner[at}novartis.com | @jaybradner 


BLACK ‘a a, 
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From: b6 < 

Date: Friday, March 26, 2021 at 12:59 PM 

To: James Bradner < b6 

Ce: David Wholley < b6 "Collins Francis [E]" < b6 
Subject: Re: [EXTERNAL] BGTC 
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Jay 


(b) 6) 
Sent from my iPhone 
On Mar 26, 2021, at 12:30, Bradner, James < b6 
thanks, b6 
)G) 
best, jay 


Jay Bradner, M.D. 
President | Novartis Institutes for BioMedical Research 
b6 | @jaybradner 


wrote: 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 3/27/2021 5:46:15 PM. 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!] 

CG: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Myles, Renate (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Burklow, John (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43cO8be856acb5b964ca-burklowj]; Meltzer, Abbey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak]; Thompson, Katherine 
(FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=3f2c78f864ae43558adb82dc6b9a4d7 1-thompsonkap] 

Subject: RE: Rise Above COVID Barbershop/Salon Video 


Well done video! | thought | would see something about inviting those who test positive to join clinical trials 
like ACTIV-2. But maybe that’s in the Rise Above COVID packets that are being distributed? 


Francis 

From: Wholley, David (FNIH) [T] < b6 

Sent: Friday, March 26, 2021 1:23 PM 

To: Collins, Francis (NIH/OD) [E] < v6 Tabak, Lawrence (NIH/OD) [E] < v6 

Cc: Adam, Stacey (FNIH) [T] < b6 Freire, Maria (FNIH) [T] < b6 Myles, Renate (NIH/OD) [E] 
< b6 Burklow, John (NIH/OD) [E] < b6 Meltzer, Abbey (FNIH) [T] 

< b6 Thompson, Katherine (FNIH) [T] < b6 


Subject: FW: Rise Above COVID Barbershop/Salon Video 


Please see below. thanks 


From: Adam, Stacey (FNIH) [T] < b6 

Sent: Friday, March 26, 2021 12:33 PM 

To: Wholley, David (FNIH) [T] < b6 

Cc: Menetski, Joseph (FNIH) [T] < b6 Freire, Maria (FNIH) [T] < b6 


Subject: FW: Rise Above COVID Barbershop/Salon Video 

Hi David, 

Please find below the link to the ACTIV-2 promotional video about the importance of community engagement and the 
use of their Barber Shop program. They would appreciate any thoughts that ACTIV leadership has on how to best 


leverage this video. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 
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Associate Vice President 
Research Partnerships 


Dire b6 Mobile: b6 
From: Currier, Judith, M.D. < b6 
Sent: Friday, March 26, 2021 12:24 PM 
To: Adam, Stacey (FNIH) [T] < v6 


Subject: FW: Rise Above COVID Barbershop/Salon Video 


The video link below is from the barbershop /salon program in ACTIV-2. 


Enjoy. 

Judy 

From: Amy Gomez < b6 

Date: Friday, March 26, 2021 at 9:07 AM 

To: "Wohl, David A" <david b6 Judy Currier < bo Davey Smith 
< v6 4 b6 < b6 

Ce: Erin Bouldin < b6 " b6 < b6 Jenna Conley 

< b6 “Hoffman, Karen R." < b6 


Subject: Rise Above COVID Barbershop/Salon Video 


CAUTION - EXTERNAL EMAIL:Do not click links or open attachments unless you recognize the sender. 

Happy Friday! 

I'm excited to share with you (via the download link below) a very impactful video from Wil and his wonderful team 
profiling the Barbershop/Salon program and the committed shop owners who are participating. 

We'll be making a plan on how to best leverage this asset but wanted to share it with you sooner rather than later. 


https://we.tl/t-3lbbPP2WLj 


Have a beautiful weekend, 
Amy 


= 


Amy Gomez 
SVP, Diversity Strategy (she, her) 


Ts bé 


UCLA HEALTH SCIENCES IMPORTANT WARNING: This email (and any attachments) is only intended for the use of the 
person or entity to which it is addressed, and may contain information that is privileged and confidential. You, the 
recipient, are obligated to maintain it in a safe, secure and confidential manner. Unauthorized redisclosure or failure to 
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maintain confidentiality may subject you to federal and state penalties. If you are not the intended recipient, please 
immediately notify us by return email, and delete this message from your computer. 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=4 10E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 3/29/2021 1:05:22 AM 

To: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854¢83f41d84-freiremc]; Tabak, Lawrence (NIH/OD) 


[E] [/o=Exchangelabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Wolinetz, Carrie (NIH/OD) [E] 


[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd] 
ce: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 
Subject: RE: ACTIV 2021 and 2022 


Hi Maria, 


Thanks for this thoughtful forecast. It does indeed make an excellent starting point for projecting 
plans. Would it be useful for us five to discuss in the next couple of weeks? 


Francis 

From: Freire, Maria (FNIH) [T] < b6 

Sent: Thursday, March 25, 2021 4:15 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 
Wolinetz, Carrie (NIH/OD) [E] < b6 

Ce: Wholley, David (FNIH) [T] < v6 


Subject: ACTIV 2021 and 2022 


STRICTLY CONFIDENTIAL — PLEASE DO NOT DISTRIBUTE 
(6) G) 


Happy to discuss further, Maria 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 3/29/2021 2:06:03 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!] 

CG: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Myles, Renate (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Burklow, John (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43cO8be856acb5b964ca-burklowj]; Meltzer, Abbey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak]; Thompson, Katherine 
(FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=3f2c78f864ae43558adb82dc6b9a4d7 1-thompsonkap] 


Subject: RE: Rise Above COVID Barbershop/Salon Video 

Yes please 

From: Wholley, David (FNIH) [T] < b6 

Sent: Sunday, March 28, 2021 7:05 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 

Ce: Adam, Stacey (FNIH) [T] < bé6 Freire, Maria (FNIH) [T] < v6 Myles, Renate (NIH/OD) [E] 
< b6 Burklow, John (NIH/OD) [E] < b6 Meltzer, Abbey (FNIH) [T] 

< b6 Thompson, Katherine (FNIH) [T] < b6 


Subject: RE: Rise Above COVID Barbershop/Salon Video 


Yes. We might add a note about that to the end of this video as well, however. Stacey can pass that idea on, if you like 
it. 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Saturday, March 27, 2021 1:46 PM 

To: Wholley, David (FNIH) [T] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 

Cc: Adam, Stacey (FNIH) [T] < b6 Freire, Maria (FNIH) [T] < b6 Myles, Renate (NIH/OD) [E] 
< b6 Burklow, John (NIH/OD) [E] < b6 Meltzer, Abbey (FNIH) [T] 

< b6 Thompson, Katherine (FNIH) [T] < b6 


Subject: RE: Rise Above COVID Barbershop/Salon Video 


Well done video! | thought | would see something about inviting those who test positive to join clinical trials 
like ACTIV-2. But maybe that’s in the Rise Above COVID packets that are being distributed? 


Francis 

From: Wholley, David (FNIH) [T] < b6 

Sent: Friday, March 26, 2021 1:23 PM 

To: Collins, Francis (NIH/OD) [E] <coll b6 Tabak, Lawrence (NIH/OD) [E] < b6 

Cc: Adam, Stacey (FNIH) [T] < b6 Freire, Maria (FNIH) [T] < b6 Myles, Renate (NIH/OD) [E] 
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< b6 Burklow, John (NIH/OD) [E] < b6 Meltzer, Abbey (FNIH) [T] 
< b6 Thompson, Katherine (FNIH) [T] < b6 
Subject: FW: Rise Above COVID Barbershop/Salon Video 


Please see below. thanks 


From: Adam, Stacey (FNIH) [T] < b6 

Sent: Friday, March 26, 2021 12:33 PM 

To: Wholley, David (FNIH) [T] < b6 

Cc: Menetski, Joseph (FNIH) (T] < bé Freire, Maria (FNIH) [T] < b6 


Subject: FW: Rise Above COVID Barbershop/Salon Video 
Hi David, 


Please find below the link to the ACTIV-2 promotional video about the importance of community engagement and the 
use of their Barber Shop program. They would appreciate any thoughts that ACTIV leadership has on how to best 
leverage this video. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 
Associate Vice President 
Research Partnerships 


Direct: b6 Mobile: b6 
From: Currier, Judith, M.D. « b6 
Sent: Friday, March 26, 2021 12:24 PM 
To: Adam, Stacey (FNIH) [T] < b6 


Subject: FW: Rise Above COVID Barbershop/Salon Video 


The video link below is from the barbershop /salon program in ACTIV-2. 


Enjoy. 

Judy 

From: Amy Gomez < b6 

Date: Friday, March 26, 2021 at 9:07 AM 

To: "Wohl, David A" <david b6 Judy Currier b6 Davey Smith 
< b6 i v6 < b6 

Ce: Erin Bouldin < b6 9 b6 < b6 Jenna Conley 

< b6 “Hoffman, Karen R." < b6 


Subject: Rise Above COVID Barbershop/Salon Video 


CAUTION - EXTERNAL EMAIL:Do not click links or open attachments unless you recognize the sender. 
Happy Friday! 


I'm excited to share with you (via the download link below) a very impactful video from Wil and his wonderful team 
profiling the Barbershop/Salon program and the committed shop owners who are participating. 
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We'll be making a plan on how to best leverage this asset but wanted to share it with you sooner rather than later. 


https://we.tl/t-3lbbPP2WLj 


Have a beautiful weekend, 
Amy 


Amy Gomez 
SVP, Diversity Strategy (she, her) 


Te b6 


UCLA HEALTH SCIENCES IMPORTANT WARNING: This email (and any attachments) is only intended for the use of the 
person or entity to which it is addressed, and may contain information that is privileged and confidential. You, the 
recipient, are obligated to maintain it in a safe, secure and confidential manner. Unauthorized redisclosure or failure to 
maintain confidentiality may subject you to federal and state penalties. If you are not the intended recipient, please 
immediately notify us by return email, and delete this message from your computer. 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 3/29/2021 4:52:11 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

Subject: FW: [EXTERNAL] BGTC 


Would you have time at 5 pm to talk with Jay? 


From: Bradner, James < b6 

Sent: Monday, March 29, 2021 12:16 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Wholley, David (FNIH) [T] < b6 Dolsten, Mikael < b6 


Subject: Re: [EXTERNAL] BGTC 


francis and david, thank you. i'd welcome any chance to connect. i am free today between 5p and 730p, and after 430p. 
on tuesday and thursday. also, i have windows of flexibility tomorrow (tuesday) 230-330p and other odd times, i'd 
gladly connect to you both anytime. best wishes, jay 


Jay Bradner, M.D. 
President | Novartis Institutes for BioMedical Research 
James, bradner{at}novartis.com | @jaybradner 


BLACK 


LIVES ae 
MATTER ww 
From: "Collins, Francis (NIH/OD) [E]" < b6 


Date: Saturday, March 27, 2021 at 12:55 PM 

To: James Bradner b6 

Cc: "Wholley, David (FNIH) [T]" b6 b6 b6 
Subject: RE: [EXTERNAL] BGTC 


Hey Jay, 


Thanks for your note. That is wonderful news about Novartis and BGTC! I'd love to talk with you more about 
this. Would you have any time on Monday? 


Best, Francis 


From: Bradner, James b6 

Sent: Friday, March 26, 2021 1:20 PM 

To: b6 

Cc: Wholley, David (FNIH) [T] < b6 ; Collins, Francis (NIH/OD) [E] < b6 


Subject: Re: [EXTERNAL] BGTC 


thankyou, b6 for the rapid correspondences here. 
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(6) 6) 


best, jay 


Jay Bradner, M.D. 
President | Novartis Institutes for BioMedical Research 
b6 | @jaybradner 


BLACK an 
ae, 
Prem ww 


From: b6 
Date: Friday, March 26, 2021 at 12:59 PM 
To: James Bradner < b6 
Cc: David Wholley b6 "Collins Francis [E]" 
Subject: Re: [EXTERNAL] BGTC 
Jay 
(6) (5) 
Sent from my iPhone 
On Mar 26, 2021, at 12:30, Bradner, James <j b6 
thanks, b6 
0) 6) 


b6 


> wrote: 
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(b) 6) 


best, jay 


Jay Bradner, M.D. 
President | Novartis Institutes for BioMedical Research 
b6 | @jaybradner 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 3/29/2021 5:02:15 PM. 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

Subject: RE: [EXTERNAL] BGTC 


Oops, just had another call scheduled at 5 pm. Can you do 5:30? 


From: Collins, Francis (NIH/OD) [E] 

Sent: Monday, March 29, 2021 12:52 PM 
To: Wholley, David (FNIH) [T] < v6 
Subject: FW: [EXTERNAL] BGTC 


Would you have time at 5 pm to talk with Jay? 


From: Bradner, James < b6é 

Sent: Monday, March 29, 2021 12:16 PM 

To; Collins, Francis (NIH/OD) [E] b6 

Ce: Wholley, David (FNIH) [T] b6 


Subject: Re: [EXTERNAL] BGTC 


francis and david, thank you. i'd welcome any chance to connect. i am free today between 5p and 730p, and after 430p 
on tuesday and thursday. also, i have windows of flexibility tomorrow (tuesday) 230-330p and other odd times. i'd 
gladly connect to you both anytime. best wishes, jay 


Jay Bradner, M.D. 
President | Novartis Institutes for BioMedical Research 
james. bradner(at}novartis.com | @jaybradner 


BLACK ‘a 
LIVES | am 
MATTER . 4 


From: "Collins, Francis (NIH/OD) [E]" b6 

Date: Saturday, March 27, 2021 at 12:55 PM 

To: James Bradner < b6 

Ce: "Wholley, David (FNIH) [T]" 6 
Subject: RE: [EXTERNAL] BGTC 


Hey Jay, 


Thanks for your note. That is wonderful news about Novartis and BGTC! I’d love to talk with you more about 
this. Would you have any time on Monday? 


Best, Francis 


COLL0000018942 


From: Bradner, James < v6 
Sent: Friday, March 26, 2021 1:20 PM 
To: b6 


Cc: Wholley, David (FNIH) [T) b6 Collins, Francis (NIH/OD) [E] < 


Subject: Re: [EXTERNAL] BGTC 


thank you, b6 __, for the rapid correspondences here. 


(b) 6) 

best, jay 
Jay Bradner, M.D. 
President | Novartis Institutes for BioMedical Research 

b6 | @jaybradner 
ives am 
MATTER . 4 
From: b6 > 
Date: Friday, March 26, 2021 at 12:59 PM 
To: James Bradner b6 
Cc: David Wholley b6 "Collins Francis [E]" 
Subject: Re: [EXTERNAL] BGTC 
Jay 

(b) 6) 


Sent from my iPhone 


On Mar 26, 2021, at 12:30, Bradner, James 


b6 


wrote: 


COLL0000018942 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 3/29/2021 5:12:14 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Ls Hoffmann, Steve (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=13ec7399e30a4385a23237 1d13af2479-hoffmanns]; Menetski, Joseph (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc] 

Subject: RE: [EXTERNAL] BGTC 


Would 6 pm be better for you? 


From: Wholley, David (FNIH) [T] < b6 

Sent: Monday, March 29, 2021 1:05 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Hoffmann, Steve (FNIH) [T] < b6 Menetski, Joseph (FNIH) [T] < b6 Melencio, 
Cheryl (FNIH) [T] < b6 


Subject: RE: [EXTERNAL] BGTC 


Yes, | can miss the last half hour of the USG Therapeutics call. | would like to have either Joe Menetski or Steve 
Hoffmann join the call, if possible, as they have been working this directly with the companies and can answer any 
detailed questions. 


From: Collins, Francis (NIH/OD) [E] b6 
Sent: Monday, March 29, 2021 1:02 PM 

To: Wholley, David (FNIH) [T] < b6 
Subject: RE: [EXTERNAL] BGTC 


Oops, just had another call scheduled at 5 pm. Can you do 5:30? 


From: Collins, Francis (NIH/OD) [E] 

Sent: Monday, March 29, 2021 12:52 PM 
To: Wholley, David (FNIH) [T] < b6 
Subject: FW: [EXTERNAL] BGTC 


Would you have time at 5 pm to talk with Jay? 


From: Bradner, James < b6 

Sent: Monday, March 29, 2021 12:16 PM 

To: Collins, Francis (NIH/OD) [E] < b6 > 
Cc: Wholley, David (FNIH) [T] b6 


Subject: Re: [EXTERNAL] BGTC 


francis and david, thank you. i'd welcome any chance to connect. i am free today between 5p and 730p, and after 430p. 
on tuesday and thursday. also, i have windows of flexibility tomorrow (tuesday) 230-330p and other odd times. i'd 
gladly connect to you both anytime. best wishes, jay 


COLL0000018943 


Jay Bradner, M.D. 
President | Novartis Institutes for BioMedical Research 


b6 | @jaybradner 

ass am 

LIVES 

MATTER 4 
From: "Collins, Francis (NIH/OD) [E]" b6 
Date: Saturday, March 27, 2021 at 12:55 PM 
To: James Bradner v6 
Ce: "Wholley, David (FNIH) [T]" b6 


Subject: RE: [EXTERNAL] BGTC 


Hey Jay, 


Thanks for your note. That is wonderful news about Novartis and BGTC! I’d love to talk with you more about 


this. Would you have any time on Monday? 


Best, Francis 


From: Bradner, James b6 

Sent: Friday, March 26, 2021 1:20 PM 

To: b6 > 

Cc: Wholley, David (FNIH) [T] b6 ; Collins, Francis (NIH/OD) [E] 


Subject: Re: [EXTERNAL] BGTC 
thank you, b6 |, for the rapid correspondences here. 


(b) (5) 


wes, jay 


Jay Bradner, M.D. 
President | Novartis Institutes for BioMedical Research 


b6 | @jaybradner 
BLACK ‘nan 
LIVES an 
MATTER . 4 


b6 


COLL0000018943 


From: 6 

Date: Friday, March 26, 2021 at 12:59 PM 

To: James Bradner b6 

Cc: David Wholley b6 , "Collins Francis [E]" 
Subject: Re: [EXTERNAL] BGTC 


Jay 
(b) ) 
Sent from my iPhone 
On Mar 26, 2021, at 12:30, Bradner, James b6 
thanks, b6 
(b) (5) 
best, jay 


Jay Bradner, M.D. 
President | Novartis Institutes for BioMedical Research 
b6 | @jaybradner 


> wrote: 


COLL0000018943 


From: 
Sent: 


To: 
ce: 


Subject: 


Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

3/29/2021 5:41:15 PM. 

Bradner, James [ b6 

Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Menetski, Joseph (FNIH) 
[7] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp]; Hoffmann, Steve (FNIH) 
{T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=13ec7399e30a4385a23237 1d13af2479-hoffmanns]; Wood, Gretchen 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8bSd1e0e1a8f76c1f-woodgs) 

RE: [EXTERNAL] BGTC 


Hey there Jay, 


How about a call at 5:30 PM today? I'd like David Wholley, Joe Menetski, and Steve Hoffmann (all from FNIH) 
to join. I’ve looped in Gretchen Wood to ask her to set up a Zoom. 


Francis 

From: Bradner, James < b6 

Sent: Monday, March 29, 2021 12:16 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Wholley, David (FNIH) [T] < b6 b6 


Subject: Re: [EXTERNAL] BGTC 


francis and david, thank you. i'd welcome any chance to connect. i am free today between 5p and 730p, and after 430p 
on tuesday and thursday. also, i have windows of flexibility tomorrow (tuesday) 230-330p and other odd times. i'd 


gladly connect to you both anytime. best wishes, jay 


Jay Bradner, M.D. 
President | Novartis Institutes for BioMedical Research 
b6 | @jaybradner 


BLACK == 
LIVES | 
MATTER wy 


From: "Collins, Francis (NIH/OD) [E]" b6 
Date: Saturday, March 27, 2021 at 12:55 PM 

To: James Bradner b6 

Ce: "Wholley, David (FNIH) [T]" 

Subject: RE: [EXTERNAL] BGTC 


Hey Jay, 


b6 


COLL0000018944 


Thanks for your note. That is wonderful news about Novartis and BGTC! I’d love to talk with you more about 


this. Would you have any time on Monday? 


Best, Francis 


From: Bradner, James b6 
Sent: Friday, March 26, 2021 1:20 PM 
Tol 


Cc: Wholley, David (FNIH) [T] b6 Collins, Francis (NIH/OD) [E] < 


Subject: Re: [EXTERNAL] BGTC 


thankyou, 6 |, for the rapid correspondences here. 


(b) 6) 
best, jay 
Jay Bradner, M.D. 
President | Novartis Institutes for BioMedical Research 
| b6 | @jaybradner 
pet 2m 
MATTER . 4 
From: b6 
Date: Friday, March 26, 2021 at 12:59 PM 
To: James Bradner b6 
Cc: David Wholley b6 "Collins Francis [E]" < 
Subject: Re: [EXTERNAL] BGTC 
Jay 

) 6) 


b6 


COLL0000018944 


Sent from my iPhone 


On Mar 26, 2021, at 12:30, Bradner, James < b6 wrote: 


thanks, b6 
(b) G) 


best, jay 


Jay Bradner, M.D, 
President | Novartis Institutes for BioMedical Research 
b6 | @jaybradner 


COLL0000018944 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 3/29/2021 7:21:45 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabaki]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Rutter, Joni (NIH/NCATS) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=157b2517ddb546a8a72844c3Seadb062-jrutter]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Patterson, Amy 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f319 1d65bb70f-pattersa] 

Subject: RE: Follow-up to war room discussion this morning on (b) (5) 


Got it. Thanks! 


From: Wholley, David (FNIH) [T] < b6 

Sent: Monday, March 29, 2021 9:48 AM 

To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 Lane, 
Cliff (NIH/NIAID) (E] < b6 Freire, Maria (FNIH) (T] < b6 Rutter, Joni (NIH/NCATS) [E] 

< b6 Parker, Ashley (NIH/OD) [E] < b6 Anderson, James (NIH/OD) [E] 

< b6 Patterson, Amy (NIH/NHLBI) [E] < b6 


Subject: RE: Follow-up to war room discussion this morning on (b) (5) 


By the way, probably no need to remind this group, but please remember this is Confidential. Thanks, David 


From: Wholley, David (FNIH) [T] 
Sent: Monday, March 29, 2021 9:46 AM 


To; Collins, Francis (NIH/OD) [E] b6 Tabak, Lawrence (NIH/OD) [E] b6 

Lane, Cliff (NIH/NIAID) (E] 6 Freire, Maria (FNIH) (T] < b6 ; Rutter, Joni 
(NIH/NCATS) [E; b6 >; Parker, Ashley (NIH/OD) [E] b6 Anderson, James 
(NIH/OD) [E] b6 ; Patterson, Amy (NIH/NHLBI) [E] b6 


Subject: Follow-up to war room discussion this morning on (b) (5) 


Here is a summary of the findings of the ACTIV Agent Prioritization team regarding _(b) (5) 
(b) 6) 


COLL0000018945 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 1/18/2021 12:13:30 AM 

To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ded875{0679648859e1cf101c0943414-adamsj4]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257-wholleyd] 

Subject: FW: do you think PCORNET would be willing/able to mount a pragmatic outpatient trial of re-purposed agents? jw 


Can you answer the question about placebo? 


From: Woodcock, Janet < b6 

Sent: Sunday, January 17, 2021 5:42 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Subject: RE: do you think PCORNET would be willing/able to mount a pragmatic outpatient trial of re-purposed agents? 
jw 


| don’t know about fluvoxamine placebo. Would hope could randomize 1:1:1 but regimens may be different. Jw 


From: Collins, Francis (NIH/OD) [E] < b6 

Date: January 17, 2021 at 4:26:55 PM EST 

To; Woodcock, Janet < b6 

Subject: RE: do you think PCORNET would be willing/able to mount a pragmatic outpatient trial of re-purposed agents? 
Jw 


HI Janet, 


| just spoke with Josie Briggs about PCORnet possibly taking this on. Though she has some PTSD from the 
failed PCORnet project on HCQ, she can see the potential here, and will discuss it with Nakela. She says they 
may have some funds remaining from the HCQ outpatient study, since that was terminated early — but 
probably that won’t be enough if they are going to test both ivermectin and fluvoxamine. | have heard there 
is an ivermectin placebo ready to go — is that also available for fluvoxamine? 


She gets it that there is some urgency here. 


Francis 

From: Woodcock, Janet < b6 
Sent: Sunday, January 17, 2021 11:35 AM 
To: Collins, Francis (NIH/OD) [E] < b6 


Subject: FW: do you think PCORNET would be willing/able to mount a pragmatic outpatient trial of re-purposed agents? 
jw 


PCORNET would be the best bet | think. | may have trouble working on this starting WED, but is important to get 
done. Just don’t know the vehicle, would need some sort of contract. But | think they would be the fastest. jw 


From: Adrian Hernandez, M.D. < b6 
Sent: Sunday, January 17, 2021 10:53 AM 


COLL0000018946 


To: Woodcock, Janet < bé 

Subject: Re: do you think PCORNET would be willing/able to mount a pragmatic outpatient trial of re-purposed agents? 
jw 

Janet 


Yes, could potentially take on depending on agent/requirements. 


Let me know how best to learn more. Mobile is below if helpful. 


Adrian 
v6 
From: Janet Woodcock < b6 
Date: Sunday, January 17, 2021 at 9:51 AM 
To: "Adrian Hernandez, M.D." < b6 


Subject: RE: do you think PCORNET would be willing/able to mount a pragmatic outpatient trial of re-purposed 
agents? jw 


| wanted to know if PRCORNET could potentially take on a large, pragmatic, potentially government-funded trial of 
relatively safe repurposed agents in outpatients with COVID-19. jw 


From: Adrian Hernandez, M.D. < b6 
Sent: Saturday, January 16, 2021 5:16 PM 

To: b6 j 

Cc: Woodcock, Janet < b6 


Subject: Re: do you think PCORNET would be willing/able to mount a pragmatic outpatient trial of re-purposed agents? 
jw 


Hi 

Just let me know what’s needed 

Adrian 

(b) ©) 

On Jan 16, 2021, at 5:06 PM, Robert Califf < b6 wrote: 
his email address is in the header--he'll respond. 
flying back to NC to get vaccinated now. First flight in months. 
rmc 


On Sat, Jan 16, 2021 at 2:03 PM Woodcock, Janet < b6 wrote: 


Contact info? Tx jw 


From: Robert Califf < b6 

Sent: Saturday, January 16, 2021 4:57 PM 

To: Woodcock, Janet b6 Adrian Hernandez, M.D. 
< b6 


COLL0000018946 


Subject: Re: do you think PCORNET would be willing/able to mount a pragmatic outpatient trial of re- 
purposed agents? jw 


Adrian Hernandez is Pl-- 
rmc 


On Sat, Jan 16, 2021 at 1:55 PM Woodcock, Janet < b6 wrote: 
Yeah, but they match ACTIV 3. We should have more clinical data soon. 


Need contact point for PCORNET not PCORI> jw 


From: Robert Califf < b6 
Sent: Saturday, January 16, 2021 12:12 PM 
To: Woodcock, Janet < b6 


Subject: Re: do you think PCORNET would be willing/able to mount a pragmatic outpatient trial of re- 
purposed agents? jw 


yes; i think it would help it if you put public pressure on the org to deliver 
will send more info 


do you know when we'll have more readout from Lilly or Regeneron? Clinicians are skeptical and the 
Recovery conv plasma results aren't helping. 


rmc 


On Sat, Jan 16, 2021 at 8:48 AM Woodcock, Janet < b6 wrote: 


COLL0000018946 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 
Sent: 3/31/2021 3:22:06 PM 
To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Tabak, Lawrence (NIH/OD) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl]; Anderson, James (NIH/OD) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Rutter, Joni 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=157b2517ddb546a8a72844c3Seadb062-jrutter]; Patterson, Amy (NIH/NHLBI) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=afad1ca7 4b3e449d8b4f319 1d6Sbb70f-pattersa]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Lane, Cliff (NIH/NIAID) (E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane] 
Subject: FW: Phase 3 results for a potential COVID therapeutic for hospitalized patients 
Attachments: FINAL lenzilumab phase 3 trial fact sheet.pdf; 3-29-21. Phase 3 Topline Results.pdf 


See below and attached, with significance for ACTIV-5. 


oe I’m not sure how realistic that is. 
Francis 
From: b6 
Sent: Wednesday, March 31, 2021 10:56 AM 
To: Collins, Francis (NIH/OD) [E] < b6 
Subject: Phase 3 results for a potential COVID therapeutic for hospitalized patients 
Dr. Collins, | am the Chairman and CEO of o)@ 

(b) 4) 


COLL0000018958 


) 4) 


b6 


PRIVILEGED AND CONFIDENTIAL: This communication, including attachments, is for the exclusive 
use of the addressee and may contain proprietary, confidential, and/or privileged information. If you 
are not the intended recipient, any use, disclosure, dissemination, or distribution is strictly prohibited. 


COLL0000018958 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ESOD2FFOB6C2-COLLINSF] 

Sent: 4/6/2021 12:16:58 PM. 

To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257-wholleyd] 

Subject: Speaking to ACTIV-2 today 


Hi Stacey and David, 
My calendar says | am speaking to the ACTIV-2 Pls today at 3 pm. | think this was supposed to be a “rally the troops” 
moment, thanking them for their hard work and encouraging continuing efforts. Can you suggest some specific points | 


should make with these folks? 


Thanks, Francis 


COLLO0000018965 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 1/18/2021 12:22:33 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4] 


cc; Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc] 
Subject: RE: do you think PCORNET would be willing/able to mount a pragmatic outpatient trial of re-purposed agents? jw 


Thanks for this background. We'll definitely need to keep our eyes open. 


FC 

From: Wholley, David (FNIH) [T] < b6 

Sent: Sunday, January 17, 2021 9:21 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Adam, Stacey (FNIH) [T] < v6 
Ce: Freire, Maria (FNIH) [T] < b6 


Subject: RE: do you think PCORNET would be willing/able to mount a pragmatic outpatient trial of re-purposed agents? 
jw 


Francis, 

Stacey is not near her computer just now but texted me. FYI Stacey had already reached out to Adrian Hernandez at 
Janet's request—Janet just did not include that in her email to Josie. Also, we will try to get you the answer on 
fluvoxamine but as | said in war room our plan was to check back with Eric Lenze on his trial to see if he can move his 
trial forward before we try to place it in an ACTIV trial, Stacey did speak to Eric, and he told her recruitment is picking 


up. Finally strictly an editorial comment on my part but | have been part of trying to work with (b) (5) 
&) 6) 
(b) (5) David 
From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Sunday, January 17, 2021 7:14 PM 
To; Adam, Stacey (FNIH) [T] < b6 Wholley, David (FNIH) [T] < b6 


Subject: FW: do you think PCORNET would be willing/able to mount a pragmatic outpatient trial of re-purposed agents? 
jw 


Can you answer the question about placebo? 


From: Woodcock, Janet < b6 
Sent: Sunday, January 17, 2021 5:42 PM 
To: Collins, Francis (NIH/OD) [E] < b6 


Subject: RE: do you think PCORNET would be willing/able to mount a pragmatic outpatient trial of re-purposed agents? 
jw 


| don’t know about fluvoxamine placebo. Would hope could randomize 1:1:1 but regimens may be different. Jw 


From: Collins, Francis (NIH/OD) [E] < b6 
Date: January 17, 2021 at 4:26:55 PM EST 


COLL0000018966 


To: Woodcock, Janet < bé6 
Subject: RE: do you think PCORNET would be willing/able to mount a pragmatic outpatient trial of re-purposed agents? 
jw 


HI Janet, 


| just spoke with Josie Briggs about PCORnet possibly taking this on. Though she has some PTSD from the 
failed PCORnet project on HCQ, she can see the potential here, and will discuss it with Nakela. She says they 
may have some funds remaining from the HCQ outpatient study, since that was terminated early — but 
probably that won’t be enough if they are going to test both ivermectin and fluvoxamine. | have heard there 
is an ivermectin placebo ready to go — is that also available for fluvoxamine? 


She gets it that there is some urgency here. 


Francis 

From: Woodcock, Janet < b6 
Sent: Sunday, January 17, 2021 11:35 AM 
To: Collins, Francis (NIH/OD) [E] < b6 


Subject: FW: do you think PCORNET would be willing/able to mount a pragmatic outpatient trial of re-purposed agents? 
jw 


PCORNET would be the best bet | think. | may have trouble working on this starting WED, but is important to get 
done. Just don’t know the vehicle, would need some sort of contract. But | think they would be the fastest. jw 


From: Adrian Hernandez, M.D. < b6 
Sent: Sunday, January 17, 2021 10:53 AM 
To: Woodcock, Janet < b6 


Subject: Re: do you think PCORNET would be willing/able to mount a pragmatic outpatient trial of re-purposed agents? 
jw 


Janet 
Yes, could potentially take on depending on agent/requirements. 


Let me know how best to learn more. Mobile is below if helpful. 


Adrian 
b6 
From: Janet Woodcock < b6 
Date: Sunday, January 17, 2021 at 9:51 AM 
To: “Adrian Hernandez, M.D." < b6 


Subject: RE: do you think PCORNET would be willing/able to mount a pragmatic outpatient trial of re-purposed 
agents? jw 


| wanted to know if PRCORNET could potentially take on a large, pragmatic, potentially government-funded trial of 
relatively safe repurposed agents in outpatients with COVID-19. jw 


COLL0000018966 


From: Adrian Hernandez, M.D. < b6 
Sent: Saturday, January 16, 2021 5:16 PM 
To: b6 
Cc: Woodcock, Janet < bé 
Subject: Re: do you think PCORNET would be willing/able to mount a pragmatic outpatient trial of re-purposed agents? 
jw 
Hi 
Just let me know what’s needed 
Adrian 
b6 
On Jan 16, 2021, at 5:06 PM, Robert Califf < b6 wrote: 
his email address is in the header--he'll respond. 
flying back to NC to get vaccinated now. First flight in months. 


rmc 


On Sat, Jan 16, 2021 at 2:03 PM Woodcock, Janet < b6 wrote: 
Contact info? Tx jw 


From: Robert Califf < b6 

Sent: Saturday, January 16, 2021 4:57 PM 

To: Woodcock, Janet < b6 Adrian Hernandez, M.D. 
< b6 


Subject: Re: do you think PCORNET would be willing/able to mount a pragmatic outpatient trial of re- 
purposed agents? jw 


Adrian Hernandez is PI-- 
rmc 


On Sat, Jan 16, 2021 at 1:55 PM Woodcock, Janet < b6 wrote: 
Yeah, but they match ACTIV 3. We should have more clinical data soon. 


Need contact point for PCORNET not PCORI> jw 


From: Robert Califf < b6 
Sent: Saturday, January 16, 2021 12:12 PM 
To: Woodcock, Janet < b6 


Subject: Re: do you think PCORNET would be willing/able to mount a pragmatic outpatient trial of re- 
purposed agents? jw 


yes; i think it would help it if you put public pressure on the org to deliver 


will send more info 


COLLO0000018966 


do you know when we'll have more readout from Lilly or Regeneron? Clinicians are skeptical and the 
Recovery conv plasma results aren't helping. 


rmc 


On Sat, Jan 16, 2021 at 8:48 AM Woodcock, Janet < b6 wrote: 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 4/6/2021 6:35:15 PM 

To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257-wholleyd] 

Subject: URGENT: Speaking to ACTIV-2 today 


Kind of down to the wire here — any suggestions? 


From: Collins, Francis (NIH/OD) [E] 

Sent: Tuesday, April 6, 2021 8:17 AM 

To: Adam, Stacey (FNIH) [T] < b6 Wholley, David (FNIH) [T] < b6 
Subject: Speaking to ACTIV-2 today 


Hi Stacey and David, 
My calendar says | am speaking to the ACTIV-2 Pls today at 3 pm. | think this was supposed to be a “rally the troops” 
moment, thanking them for their hard work and encouraging continuing efforts. Can you suggest some specific points | 


should make with these folks? 


Thanks, Francis 


COLL0000018968 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 4/6/2021 6:39:42 PM 

To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875{0679648859e 1cf101c0943414-adamsj4]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257-wholleyd] 

Subject: RE: Speaking to ACTIV-2 today 


Flag: Follow up 


Got it, thanks! 


From: Adam, Stacey (FNIH) [T] < b6 

Sent: Tuesday, April 6, 2021 2:35 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 
Subject: RE: Speaking to ACTIV-2 today 


Hi Francis, 
My apologies for the late arrival in your inbox. 


Please find below some suggested thoughts for your presentation in 30 minutes. Feel free to any that you feel are 
appropriate. | think the main point that the team was hoping for is just a strong show of NIH support from the top for all 
the efforts the sites have been putting in. 


Please feel free to revise if needed: 
¢ Appreciate all the dedication, hard work, and long hours contributed to ACTIV-2 


© Understand that there have been many challenges to overcome: 
(b) 4) 


co THANK YOU for your perseverance through all of these 
¢ Congratulations on creating a vast and diverse network to reach patients where they are: 
o Over 150 sites open domestically and 100+ international sites ready to come onboard 
© Successful branding and promotional campaign 
© Continued dedication to reaching underserved communities: Successful deployment of the “Barber 
Shop” program and others 
e Agents being tested are making a difference: 


() @) 
Study Product # Sites Activated for specific agent # Participants Enrolled 
(Increase from previous week) (Increase from previous week) 
C3 


Brii Biosciences phase I 
Brii Biosciences phase III 
Astra Zeneca IV 

Astra Zeneca IM 

Sagent (Camostat) 


COLL0000018969 


©) 
| Synairgen 
Total 


Strong desire and collaborative spirit to share what you have learned with other trials to help advance the field 


Thanks, 
Stacey 


Stacey J, Adam, PhD 
¢ President 
arch Partnerships 


Direct: b6 Mobile: b6 

From: Collins, Francis (NIH/OD) [E] b6 

Sent: Tuesday, April 6, 2021 8:17 AM 

To: Adam, Stacey (FNIH) [T] b6 >; Wholley, David (FNIH) [T] < b6 


Subject: Speaking to ACTIV-2 today 

Hi Stacey and David, 

My calendar says | am speaking to the ACTIV-2 Pls today at 3 pm. | think this was supposed to be a “rally the troops” 
moment, thanking them for their hard work and encouraging continuing efforts. Can you suggest some specific points | 


should make with these folks? 


Thanks, Francis 


COLL0000018969 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 4/6/2021 6:58:32 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

Subject: FW: Speaking to ACTIV-2 today 


Besides you and Stacey, anyone else to thank? Deloitte support person? 


fC 


From: Collins, Francis (NIH/OD) [E] 

Sent: Tuesday, April 6, 2021 2:40 PM 

To: Adam, Stacey (FNIH) [T] < b6 Wholley, David (FNIH) [T] < b6 
Subject: RE: Speaking to ACTIV-2 today 


Got it, thanks! 


From: Adam, Stacey (FNIH) [T] < b6 

Sent: Tuesday, April 6, 2021 2:35 PM 

To: Collins, Francis (NIH/OD) [E] b6 Wholley, David (FNIH) [T] b6 
Subject: RE: Speaking to ACTIV-2 today 


Hi Francis, 
My apologies for the late arrival in your inbox. 


Please find below some suggested thoughts for your presentation in 30 minutes. Feel free to any that you feel are 
appropriate. | think the main point that the team was hoping for is just a strong show of NIH support from the top for all 
the efforts the sites have been putting in. 


Please feel free to revise if needed: 
© Appreciate all the dedication, hard work, and long hours contributed to ACTIV-2 
« Understand that there have been many challenges We ouctcome: 
C) 


0 THANK YOU for your perseverance through all of these 
¢ Congratulations on creating a vast and diverse network to reach patients where they are: 
o Over 150 sites open domestically and 100+ international sites ready to come onboard 
o Successful branding and promotional campaign 
© Continued dedication to reaching underserved communities: Successful deployment of the “Barber 
Shop” program and others 
© Agents being tested are making a difference: 


(b) 4) 
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Study Product # Sites Activated for specific agent # Participants Enrolled 
(Increase from previous week) (Increase from previous week) 
)@ 


Brii Biosciences phase Il 
Brii Biosciences phase Ill 
Astra Zeneca IV 

Astra Zeneca IM 

Sagent (Camostat) 
Synairgen 

Total 


Strong desire and collaborative spirit to share what you have learned with other trials to help advance the field 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

Associate Vice President 

Re h Partnerships 

Dire b6 Mobile: b6 


From: Collins, Francis (NIH/OD) [E] b6 > 

Sent: Tuesday, April 6, 2021 8:17 AM 

To: Adam, Stacey (FNIH) [T] < b6 Wholley, David (FNIH) [T] b6 
Subject: Speaking to ACTIV-2 today 


Hi Stacey and David, 
My calendar says | am speaking to the ACTIV-2 Pls today at 3 pm. | think this was supposed to be a “rally the troops” 
moment, thanking them for their hard work and encouraging continuing efforts. Can you suggest some specific points | 


should make with these folks? 


Thanks, Francis 


COLL0000018970 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 1/18/2021 1:43:09 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4] 

Subject: FW: do you think PCORNET would be willing/able to mount a pragmatic outpatient trial of re-purposed agents? jw 


From: Woodcock, Janet < b6 

Sent: Monday, January 18, 2021 8:37 AM 

To: Collins, Francis (NIH/OD) [E] < b6 

Subject: RE: do you think PCORNET would be willing/able to mount a pragmatic outpatient trial of re-purposed agents? 
jw 


May be able to fund if NIH has a vehicle. Am worried about pace with PCORI. Believe PCORNET the best option. jw 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Sunday, January 17, 2021 4:27 PM 

To: Woodcock, Janet < b6 

Subject: RE: do you think PCORNET would be willing/able to mount a pragmatic outpatient trial of re-purposed agents? 
jw 


HI Janet, 


| just spoke with Josie Briggs about PCORnet possibly taking this on. Though she has some PTSD from the 
failed PCORnet project on HCQ, she can see the potential here, and will discuss it with Nakela. She says they 
may have some funds remaining from the HCQ outpatient study, since that was terminated early — but 
probably that won’t be enough if they are going to test both ivermectin and fluvoxamine. | have heard there 
is an ivermectin placebo ready to go — is that also available for fluvoxamine? 


She gets it that there is some urgency here. 


Francis 

From: Woodcock, Janet < b6 
Sent: Sunday, January 17, 2021 11:35 AM 
To: Collins, Francis (NIH/OD) [E] < b6 


Subject: FW: do you think PCORNET would be willing/able to mount a pragmatic outpatient trial of re-purposed agents? 
jw 


PCORNET would be the best bet | think. | may have trouble working on this starting WED, but is important to get 
done. Just don’t know the vehicle, would need some sort of contract. But | think they would be the fastest. jw 


From: Adrian Hernandez, M.D. < b6 
Sent: Sunday, January 17, 2021 10:53 AM 
To: Woodcock, Janet < b6 


COLL0000018975 


Subject: Re: do you think PCORNET would be willing/able to mount a pragmatic outpatient trial of re-purposed agents? 
jw 


Janet 
Yes, could potentially take on depending on agent/requirements. 


Let me know how best to learn more. Mobile is below if helpful. 


Adrian 
b6 
From: Janet Woodcock < b6 
Date: Sunday, January 17, 2021 at 9:51 AM 
To: "Adrian Hernandez, M.D." < b6 


Subject: RE: do you think PCORNET would be willing/able to mount a pragmatic outpatient trial of re-purposed 
agents? jw 


| wanted to know if PRCORNET could potentially take on a large, pragmatic, potentially government-funded trial of 
relatively safe repurposed agents in outpatients with COVID-19. jw 


From: Adrian Hernandez, M.D. < b6 
Sent: Saturday, January 16, 2021 5:16 PM 

To: b6 

Cc: Woodcock, Janet < b6 


Subject: Re: do you think PCORNET would be willing/able to mount a pragmatic outpatient trial of re-purposed agents? 
jw 


Hi 
Just let me know what’s needed 
Adrian 
b6 
On Jan 16, 2021, at 5:06 PM, Robert Califf < bé wrote: 
his email address is in the header--he'll respond. 
flying back to NC to get vaccinated now. First flight in months. 
rmc 
On Sat, Jan 16, 2021 at 2:03 PM Woodcock, Janet < b6 wrote: 


Contact info? Tx jw 


From: Robert Califf < b6 
Sent: Saturday, January 16, 2021 4:57 PM 


COLL0000018975 


To: Woodcock, Janet < b6 Adrian Hernandez, M.D. 

< b6 

Subject: Re: do you think PCORNET would be willing/able to mount a pragmatic outpatient trial of re- 
purposed agents? jw 


Adrian Hernandez is PI-- 


rmc 


On Sat, Jan 16, 2021 at 1:55 PM Woodcock, Janet < b6 wrote: 


Yeah, but they match ACTIV 3. We should have more clinical data soon. 


Need contact point for PCORNET not PCORI> jw 


From: Robert Califf < b6 
Sent: Saturday, January 16, 2021 12:12 PM 
To: Woodcock, Janet < b6 


Subject: Re: do you think PCORNET would be willing/able to mount a pragmatic outpatient trial of re- 
purposed agents? jw 


yes; i think it would help it if you put public pressure on the org to deliver 


will send more info 


do you know when we'll have more readout from Lilly or Regeneron? Clinicians are skeptical and the 
Recovery conv plasma results aren't helping. 


rmc 


On Sat, Jan 16, 2021 at 8:48 AM Woodcock, Janet b6 wrote: 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 4/7/2021 6:50:04 PM 

To: Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; George, Jill (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f90bffb4b3a2464382adc29b127aed4e-georgejil]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875{0679648859e1cf101c0943414-adamsj4]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Embry, Alan (NIH/NIAID) [E} 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=882a18a10a134c49acac2 1cb83fd599d-embrya] 

cc: Wolinetz, Carrie (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd]; Tabak, Lawrence 
(NIH/OD) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee7 70-tabakl] 

Subject: URGENT: Need to Brief Secretary on COVID Therapeutics work TOMORROW! 


Hi Ashley, Jill, David, Stacey, Cliff, and Alan, 


See thread below. (b) (5) 
(&) (5) 


For all of you — what slides do we already have that can be slotted in here? I'd really appreciate help! 


Francis 


From: O'Connell, Dawn (HHS/IOS) < b6 
Sent: Wednesday, April 7, 2021 1:56 PM 
To: Collins, Francis (NIH/OD) [E] < b6 


COLL0000018976 


Cc: Tabak, Lawrence (NIH/OD) [E] < b6 
Subject: RE: Brief Secretary on Therapeutics work 


Great! A PPT that you can share at the time of the briefing would be great. | usually spend the first 10 minutes going 
over numbers and trends (you can jump in with me on this tomorrow) and then you can have the remaining time to walk 


through the work you've been doing. I'll ask the scheduling team to add you and Larry now. 


Thanks Francis! 


From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Wednesday, April 7, 2021 1:54 PM 

To: O'Connell, Dawn (HHS/IOS) < b6 
Ce: Tabak, Lawrence (NIH/OD) [E] < b6 


Subject: RE: Brief Secretary on Therapeutics work 


Certainly! I'd like Larry to join too. What should we put together for materials, and when are those needed? 


Francis 

From: O'Connell, Dawn (HHS/IOS) < b6 
Sent: Wednesday, April 7, 2021 1:44 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Tabak, Lawrence (NIH/OD) [E] < b6 


Subject: Brief Secretary on Therapeutics work 


Francis, | was wondering if you would be available tomorrow at 10am to join a Daily COVID check in | do with the 
Secretary in order to update him on all of the work NIH has been doing on therapeutics. Would you be available? 


Dawn O'Connell 
Senior Counselor to the Secretary 
HHS COVID-19 Response 
b6 
b6 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 4/7/2021 7:06:58 PM 

To: Lane, Cliff (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; George, Jill (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=f90bffb4b3a2464382adc29b127aed4e-georgejil]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875{0679648859e 1cf101c0943414-adamsj4]; Embry, Alan (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=882a18a10a134c49acac2 1cb83fd599d-embrya] 

Ge} Wolinetz, Carrie (NIH/OD) [E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd]; Tabak, Lawrence 
(INIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!] 

Subject: RE: URGENT: Need to Brief Secretary on COVID Therapeutics work TOMORROW! 


Thanks, Cliff — and this is a great slide! 


Francis 

From: Lane, Cliff (NIH/NIAID) [E] < b6 

Sent: Wednesday, April 7, 2021 2:59 PM 

To; Collins, Francis (NIH/OD) [E] < v6 Parker, Ashley (NIH/OD) [E] < b6 George, 
Jill (NIH/OD) [E] < v6 Wholley, David (FNIH) [T] < b6 Adam, Stacey (FNIH) [T] 

< b6 Embry, Alan (NIH/NIAID) [E] < b6 

Cc: Wolinetz, Carrie (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 


Subject: Re: URGENT: Need to Brief Secretary on COVID Therapeutics work TOMORROW! 


I might add the ACTT portfolio of studies (especially if highlighting remdesivir and baricitinib); the convalescent plasma 
studies and the immune IVIg studies. 


One approach would be to talk about the portfolio of studies (by mechanisms as outlined below) followed by a summary 
of major findings thus far. 


[have attached a slide I use to highlight the concept of different interventions at different times. 


From: "Collins, Francis (NIH/OD) [E]" < b6 

Date: Wednesday, April 7, 2021 at 2:50 PM 

To: "Parker, Ashley (NIH/OD) [E]" < b6 George, Jill (NIH/OD) (E]" 

< b6 "Wholley, David (FNIH) [T]"< b6 "Adam, Stacey (FNIH) [T]" 
< b6 “Lane, Cliff (NIH/NIAID) [E]" < b6 "Embry, Alan (NIH/NIAID) [E]" 
< b6 

Cc: "Wolinetz, Carrie (NIH/OD) [E]"< b6 Lawrence Tabak < b6 


Subject: URGENT: Need to Brief Secretary on COVID Therapeutics work TOMORROW! 


Hi Ashley, Jill, David, Stacey, Cliff, and Alan, 


COLL0000018977 


See thread below. (b) (5) 
(b) G) 


For all of you — what slides do we already have that can be slotted in here? I'd really appreciate help! 


Francis 

From: O'Connell, Dawn (HHS/IOS) < b6 
Sent: Wednesday, April 7, 2021 1:56 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Tabak, Lawrence (NIH/OD) [E] < b6 


Subject: RE: Brief Secretary on Therapeutics work 

Great! A PPT that you can share at the time of the briefing would be great. | usually spend the first 10 minutes going 
over numbers and trends (you can jump in with me on this tomorrow) and then you can have the remaining time to walk 
through the work you've been doing. I'll ask the scheduling team to add you and Larry now. 


Thanks Francis! 


From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Wednesday, April 7, 2021 1:54 PM 

To: O'Connell, Dawn (HHS/IOS) < b6 
Cc: Tabak, Lawrence (NIH/OD) [E] < b6 


Subject: RE: Brief Secretary on Therapeutics work 
Certainly! I'd like Larry to join too. What should we put together for materials, and when are those needed? 


Francis 


From: O'Connell, Dawn (HHS/IOS) < b6 
Sent: Wednesday, April 7, 2021 1:44 PM 
To: Collins, Francis (NIH/OD) [E] < b6 


COLL0000018977 


Cc: Tabak, Lawrence (NIH/OD) [E] < b6 
Subject: Brief Secretary on Therapeutics work 


Francis, | was wondering if you would be available tomorrow at 10am to join a Daily COVID check in | do with the 
Secretary in order to update him on all of the work NIH has been doing on therapeutics. Would you be available? 


Dawn O'Connell 
Senior Counselor to the Secretary 
HHS COVID-19 Response 
b6 
b6 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 4/7/2021 7:48:50 PM 

To: Lane, Cliff (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; George, Jill (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=f90bffb4b3a2464382adc29b127aed4e-georgejil]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd875f067964885 9e1cf101c0943414-adamsj4]; Embry, Alan (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=882a18a10a134c49acac2 1cb83fd599d-embrya] 

Ge} Wolinetz, Carrie (NIH/OD) [E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd]; Tabak, Lawrence 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!] 

Subject: RE: URGENT: Need to Brief Secretary on COVID Therapeutics work TOMORROW! 


Just heard from Dawn that we will only have 20 minutes for the presentation and discussion. So this plan is 
going to need to be very much simplified. But please send me whatever ppts you have and Ill figure out how 
to put together a short and punchy deck. 


EC 


From: Collins, Francis (NIH/OD) [E] 
Sent: Wednesday, April 7, 2021 3:07 PM 


To; Lane, Cliff (NIH/NIAID) [E] < b6 Parker, Ashley (NIH/OD) [E] < b6 George, 
Jill (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 Adam, Stacey (FNIH) [T] 

< b6 Embry, Alan (NIH/NIAID) [E] < b6 

Ce: Wolinetz, Carrie (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 


Subject: RE: URGENT: Need to Brief Secretary on COVID Therapeutics work TOMORROW! 


Thanks, Cliff — and this is a great slide! 


Francis 

From: Lane, Cliff (NIH/NIAID) [E] < b6 

Sent: Wednesday, April 7, 2021 2:59 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Parker, Ashley (NIH/OD) [E] < b6 George, 
Jill (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 Adam, Stacey (FNIH) [T] 

q b6 Embry, Alan (NIH/NIAID) [E] < b6 

Cc: Wolinetz, Carrie (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 


Subject: Re: URGENT: Need to Brief Secretary on COVID Therapeutics work TOMORROW! 


I might add the ACTT portfolio of studies (especially if highlighting remdesivir and baricitinib); the convalescent plasma 
studies and the immune IVIg studies. 


One approach would be to talk about the portfolio of studies (by mechanisms as outlined below) followed by a summary 
of major findings thus far. 
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[have attached a slide I use to highlight the concept of different interventions at different times. 


From: "Collins, Francis (NIH/OD) [E]" < b6 

Date: Wednesday, April 7, 2021 at 2:50 PM 

To: “Parker, Ashley (NIH/OD) [E]" < b6 "George, Jill (NIH/OD) [E]" 

< b6 "Wholley, David (FNIH) [T]" < v6 “Adam, Stacey (FNIH) [T]" 
< b6 "Lane, Cliff (NIH/NIAID) [E]" < b6 “Embry, Alan (NIH/NIAID) [E]" 
< b6 

Cc: "Wolinetz, Carrie (NIH/OD) [E]"< b6 Lawrence Tabak < b6 


Subject: URGENT: Need to Brief Secretary on COVID Therapeutics work TOMORROW! 
Hi Ashley, Jill, David, Stacey, Cliff, and Alan, 


See thread below. (b) (5) 
(b) (5) 


For all of you — what slides do we already have that can be slotted in here? I'd really appreciate help! 


Francis 

From: O'Connell, Dawn (HHS/IOS) < bé 
Sent: Wednesday, April 7, 2021 1:56 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Tabak, Lawrence (NIH/OD) [E] < b6 


Subject: RE: Brief Secretary on Therapeutics work 
Great! A PPT that you can share at the time of the briefing would be great. | usually spend the first 10 minutes going 
over numbers and trends (you can jump in with me on this tomorrow) and then you can have the remaining time to walk 


through the work you've been doing. I'll ask the scheduling team to add you and Larry now. 


Thanks Francis! 
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From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Wednesday, April 7, 2021 1:54 PM 

To: O'Connell, Dawn (HHS/IOS) < b6 
Cc: Tabak, Lawrence (NIH/OD) [E] < bé 
Subject: RE: Brief Secretary on Therapeutics work 


Certainly! I'd like Larry to join too. What should we put together for materials, and when are those needed? 


Francis 

From: O'Connell, Dawn (HHS/IOS) < b6 
Sent: Wednesday, April 7, 2021 1:44 PM 

To: Collins, Francis (NIH/OD) [E] b6 

Ce: Tabak, Lawrence (NIH/OD) [E] < b6 


Subject: Brief Secretary on Therapeutics work 


Francis, | was wondering if you would be available tomorrow at 10am to join a Daily COVID check in | do with the 
Secretary in order to update him on all of the work NIH has been doing on therapeutics. Would you be available? 


Dawn O'Connell 
Senior Counselor to the Secretary 
HHS COVID-19 Response 
b6 
b6 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 4/7/2021 10:26:28 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd]; Menetski, Joseph (FNIH) 
[T] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001afS2dc4a427ea3d34f1e072f8cb7-menetskijp] 


cc: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!] 
Subject: FW: SAVE Funding Memo and Routing Form 


Attachments: SAVE Funding Memo.pdf; OperationFundingMemo_HHS_ Actions RoutingForm_SAVE.pdf 


Please see attached. Before signing, | want to be sure this is all synchronized with TRACE. Any concerns here? 


Francis 


From: Shapiro, Neil (NIH/OD) [E] < 

Sent: Wednesday, April 7, 2021 1:04 AM 
To: Collins, Francis (NIH/OD) [E] < 
Gifford, Patrice (NIH/OD) [E] < 

Cc: Espinoza, Tasha (NIH/OD) [E] < 
Subject: SAVE Funding Memo and Routing Form 


b6 
b6 Tabak, Lawrence (NIH/OD) [E] < b6 Allen- 
b6 

b6 
Francis/Larry, 


A funding memo for SARS-CoV-2 Assessment of Viral Evolution (SAVE) is attached, along with the routing form. 


Thanks, 
Neil 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 4/7/2021 12:11:50 PM 

To: Lane, Cliff (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane] 

Subject: FW: SAVE Funding Memo and Routing Form 


Attachments: SAVE Funding Memo.pdf; OperationFundingMemo_HHS_Actions_RoutingForm_SAVE.pdf 


From: Collins, Francis (NIH/OD) [E] 

Sent: Wednesday, April 7, 2021 6:26 AM 

To: Wholley, David (FNIH) [T] < b6 Menetski, Joseph (FNIH) [T] < b6 
Ce: Tabak, Lawrence (NIH/OD) [E] < b6 

Subject: FW: SAVE Funding Memo and Routing Form 


Please see attached. Before signing, | want to be sure this is all synchronized with TRACE. Any concerns here? 


Francis 

From: Shapiro, Neil (NIH/OD) [E] b6 

Sent: Wednesday, April 7, 2021 1:04 AM 

To: Collins, Francis (NIH/OD) [E] b6 ; Tabak, Lawrence (NIH/OD) [E] b6 Allen- 
Gifford, Patrice (NIH/OD) [E] < b6 

Ce: Espinoza, Tasha (NIH/OD) [E] < b6 


Subject: SAVE Funding Memo and Routing Form 
Francis/Larry, 
A funding memo for SARS-CoV-2 Assessment of Viral Evolution (SAVE) is attached, along with the routing form. 


Thanks, 
Neil 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 4/7/2021 12:12:03 PM 

To: Rutter, Joni (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=157b2517ddb546a8a72844c3Seadb062-jrutter] 

Subject: FW: SAVE Funding Memo and Routing Form 


Attachments: SAVE Funding Memo.pdf; OperationFundingMemo_HHS_Actions_RoutingForm_SAVE.pdf 


From: Collins, Francis (NIH/OD) [E] 

Sent: Wednesday, April 7, 2021 6:26 AM 

To: Wholley, David (FNIH) [T] < b6 Menetski, Joseph (FNIH) [T] < b6 
Ce: Tabak, Lawrence (NIH/OD) [E] < b6 

Subject: FW: SAVE Funding Memo and Routing Form 


Please see attached. Before signing, | want to be sure this is all synchronized with TRACE. Any concerns here? 


Francis 

From: Shapiro, Neil (NIH/OD) [E] b6 

Sent: Wednesday, April 7, 2021 1:04 AM 

To: Collins, Francis (NIH/OD) [E] b6 ; Tabak, Lawrence (NIH/OD) [E] b6 Allen- 
Gifford, Patrice (NIH/OD) [E] < b6 

Ce: Espinoza, Tasha (NIH/OD) [E] < b6 


Subject: SAVE Funding Memo and Routing Form 
Francis/Larry, 
A funding memo for SARS-CoV-2 Assessment of Viral Evolution (SAVE) is attached, along with the routing form. 


Thanks, 
Neil 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 3/31/2021 8:14:10 PM. 
To: b6 
cc: Bugin, Kevin (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4e98409d40a4a9880bfb9f70948 1e7c-BUGINK.fda]; Woodcock, Janet 
(FDA/OC) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf48879f92169bd7644e29-Janet.Woodc]; Wholley, David (FNIH) 
{T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; De Notaristefani, Carlo 
(OS/10S) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8d2f93ad7fce4744a325bbf8bf31203 e-Carlo.Denot]; Lane, Cliff (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane] 

Subject: FW: Phase 3 results for a potential COVID therapeutic for hospitalized patients 

Attachments: FINAL lenzilumab phase 3 trial fact sheet.pdf; 3-29-21. Phase 3 Topline Results.pdf 


Dear b6 y 


Thanks for your message about these (b) (4) 
| am ccing this to several other members of 
the team who may be able to assist. 


Regards, Francis Collins 


From: b6 

Sent: Wednesday, March 31, 2021 10:56 AM 

To: Collins, Francis (NIH/OD) [E] < b6 

Subject: Phase 3 results for a potential COVID therapeutic for hospitalized patients 


Dr. Collins, | am the Chairman and CEO of j O@ 
©) 


COLL0000018990 


(b) (4) 


PRIVILEGED AND CONFIDENTIAL: This communication, including attachments, is for the exclusive 
use of the addressee and may contain proprietary, confidential, and/or privileged information. If you 
are not the intended recipient, any use, disclosure, dissemination, or distribution is strictly prohibited. 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 
Sent: 4/7/2021 8:24:52 PM 
To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Lane, Cliff (NIH/NIAID) (E] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Parker, Ashley (NIH/OD) [E] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; George, Jill (NIH/OD) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f90bffb4b3a2464382adc29b127aed4e-georgejil]; Adam, Stacey (FNIH) [T] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875{0679648859e 1cf101c0943414-adamsj4]; Embry, Alan (NIH/NIAID) [E] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=882a18a10a134c49acac2 1cb83fd599d-embrya] 
cc: Wolinetz, Carrie (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd]; Tabak, Lawrence 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc]; Menetski, Joseph (FNIH) 
T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=500 1afS2dc4a427ea3d34f1e07 2f8cb7-menetskijp] 
Subject: RE: URGENT: Need to Brief Secretary on COVID Therapeutics work TOMORROW! 


Thanks, David, these are all good points. 


Francis 

From: Wholley, David (FNIH) [T] < b6 

Sent: Wednesday, April 7, 2021 4:05 PM 

To: Collins, Francis (NIH/OD) [E] < v6 Lane, Cliff (NIH/NIAID) [E] < b6 Parker, Ashley 
(NIH/OD) [E] < b6 George, Jill (NIH/OD) [E] < b6 Adam, Stacey (FNIH) [T] 

< b6 Embry, Alan (NIH/NIAID) [E] < b6 

Cc: Wolinetz, Carrie (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 

Freire, Maria (FNIH) [T] < b6 Menetski, Joseph (FNIH) [T] < b6 


Subject: RE: URGENT: Need to Brief Secretary on COVID Therapeutics work TOMORROW! 


| agree that Cliff's slide is terrific. You could then do a build slide to show how many drugs (or which ones) are being 
tested to address each disease stage. 


Two other things | would suggest if you end up having time: 1) you don’t mention variants, but these are much in the 
news and may be top of mind. Should you have a slide that describes what NIH’s role (TRACE, SAVE, SIG etc) is in 
addressing the challenge of variants 2) since it is your first briefing, | wonder if a slide that somehow illustrates 
graphically how NIH is working with the other HHS agencies and across USG on COVID might not be useful (a “we play 
nice in the sandbox’ kind of slide). 


Ona more tactical level, and really just in case Jill or Ashley or others may find them useful, | have extracted a few slides 
from Francis’s recent presentation to HEVER, from our last ACTIV Leadership Team meeting, and an FNIH overview we 
gave to BIO that with modification might be helpful: 

Slides 1-2 (from HEVER presentation and FNIH BIO overview) — overview of ACTIV partnership 

Slide 3 (from ACTIV LT meeting) — how ACTIV trials map to specific trial populations and drug devt process (could be 
overlaid to Cliff's slide?) 


COLL0000018996 


Slides 4-5 (from HEVER and LT)- two alternate takes, one more graphical and one summarizing basic issues in text, on 
the variant problem 

Slide 6 -(from HEVER) Highest level slide we have on TRACE 

Slide 7 — (from HEVER) List of ACTIV and ACTIV-Associated Trials (might have to be updated somewhat; useful as a 
backup slide perhaps, though it is impressive in portraying the sheer scope of trials being undertaken. 


Those are my thoughts. Let us know if you need anything else in particular. 


David 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Wednesday, April 7, 2021 3:07 PM 

To: Lane, Cliff (NIH/NIAID) [E] < v6 Parker, Ashley (NIH/OD) [E] < b6 George, Jill 
(NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 Adam, Stacey (FNIH) [T] 

< b6 Embry, Alan (NIH/NIAID) [E] < b6 

Cc: Wolinetz, Carrie (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 


Subject: RE: URGENT: Need to Brief Secretary on COVID Therapeutics work TOMORROW! 


Thanks, Cliff — and this is a great slide! 


Francis 

From: Lane, Cliff (NIH/NIAID) [E] < b6 

Sent: Wednesday, April 7, 2021 2:59 PM 

To: Collins, Francis (NIH/OD) [E] <coll b6 Parker, Ashley (NIH/OD) [E] < b6 George, 
Jill (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 Adam, Stacey (FNIH) (T] 

< b6 Embry, Alan (NIH/NIAID) [E] < b6 

Cc: Wolinetz, Carrie (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 


Subject: Re: URGENT: Need to Brief Secretary on COVID Therapeutics work TOMORROW! 


I might add the ACTT portfolio of studies (especially if highlighting remdesivir and baricitinib); the convalescent plasma 
studies and the immune IVIg studies. 


One approach would be to talk about the portfolio of studies (by mechanisms as outlined below) followed by a summary 
of major findings thus far. 


[have attached a slide I use to highlight the concept of different interventions at different times. 


From: "Collins, Francis (NIH/OD) [E]" < b6 

Date: Wednesday, April 7, 2021 at 2:50 PM 

To: "Parker, Ashley (NIH/OD) [E]" < b6 "George, Jill (NIH/OD) [E]" 

q b6 “Wholley, David (FNIH) [T]" < b6 “Adam, Stacey (FNIH) [T]" 
< b6 "Lane, Cliff (NIH/NIAID) [E]" < b6 "Embry, Alan (NIH/NIAID) [E]" 
< b6 

Cc: "Wolinetz, Carrie (NIH/OD) [E]"< b6 Lawrence Tabak < b6 


Subject: URGENT: Need to Brief Secretary on COVID Therapeutics work TOMORROW! 
Hi Ashley, Jill, David, Stacey, Cliff, and Alan, 


See thread below. (b) ) 
&)G) 
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) 6) 


For all of you — what slides do we already have that can be slotted in here? I’d really appreciate help! 


Francis 

From: O'Connell, Dawn (HHS/IOS) < b6 
Sent: Wednesday, April 7, 2021 1:56 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Tabak, Lawrence (NIH/OD) [E] < b6 


Subject: RE: Brief Secretary on Therapeutics work 
Great! A PPT that you can share at the time of the briefing would be great. | usually spend the first 10 minutes going 
over numbers and trends (you can jump in with me on this tomorrow) and then you can have the remaining time to walk 


through the work you've been doing. I'll ask the scheduling team to add you and Larry now. 


Thanks Francis! 


From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Wednesday, April 7, 2021 1:54 PM 

To: O'Connell, Dawn (HHS/IOS) < b6 
Ce: Tabak, Lawrence (NIH/OD) [E] < b6 


Subject: RE: Brief Secretary on Therapeutics work 


Certainly! I'd like Larry to join too. What should we put together for materials, and when are those needed? 


Francis 

From: O'Connell, Dawn (HHS/IOS) < b6 
Sent: Wednesday, April 7, 2021 1:44 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Tabak, Lawrence (NIH/OD) [E] < b6 


Subject: Brief Secretary on Therapeutics work 


COLL0000018996 


Francis, | was wondering if you would be available tomorrow at 10am to join a Daily COVID check in | do with the 
Secretary in order to update him on all of the work NIH has been doing on therapeutics. Would you be available? 


Dawn O'Connell 
Senior Counselor to the Secretary 
HHS COVID-19 Response 
b6 
v6 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 4/7/2021 8:32:17 PM 

To: Embry, Alan (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=882a18a10a134c49acac2 1cb83fd599d-embryal; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; George, Jill (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=f90bffb4b3a2464382adc29b127aed4e-georgejil]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd875f067964885 9e1cf101c0943414-adamsj4]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane] 

Ge} Wolinetz, Carrie (NIH/OD) [E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd]; Tabak, Lawrence 
(INIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!] 


Subject: RE: URGENT: Need to Brief Secretary on COVID Therapeutics work TOMORROW! 

Thanks, Alan! 

From: Embry, Alan (NIH/NIAID) [E] < b6 

Sent: Wednesday, April 7, 2021 4:08 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Parker, Ashley (NIH/OD) [E] < v6 George, 
Jill (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 Adam, Stacey (FNIH) [T] 

< b6 Lane, Cliff (NIH/NIAID) [E] < b6 

Ce: Wolinetz, Carrie (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 


Subject: RE: URGENT: Need to Brief Secretary on COVID Therapeutics work TOMORROW! 
Francis, 


Attached are the slides we have for therapeutics. Hopefully some of these will be helpful. 


Alan 

From: Collins, Francis (NIH/OD) [E] < v6 

Sent: Wednesday, April 7, 2021 2:50 PM 

To; Parker, Ashley (NIH/OD) [E] < bé6 George, Jill (NIH/OD) [E] < b6 Wholley, 
David (FNIH) [T] < b6 Adam, Stacey (FNIH) [T] < b6 Lane, Cliff (NIH/NIAID) [E] 

< b6 Embry, Alan (NIH/NIAID) [E] < b6 

Cc: Wolinetz, Carrie (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 


Subject: URGENT: Need to Brief Secretary on COVID Therapeutics work TOMORROW! 
Hi Ashley, Jill, David, Stacey, Cliff, and Alan, 


See thread below. (6) 6) 
(b) GS) 


COLL0000018997 


(b) G) 


For all of you — what slides do we already have that can be slotted in here? I’d really appreciate help! 


Francis 

From: O'Connell, Dawn (HHS/IOS) < b6 
Sent: Wednesday, April 7, 2021 1:56 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Tabak, Lawrence (NIH/OD) [E] < b6 


Subject: RE: Brief Secretary on Therapeutics work 

Great! A PPT that you can share at the time of the briefing would be great. | usually spend the first 10 minutes going 
over numbers and trends (you can jump in with me on this tomorrow) and then you can have the remaining time to walk 
through the work you've been doing. I'll ask the scheduling team to add you and Larry now. 


Thanks Francis! 


From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Wednesday, April 7, 2021 1:54 PM 

To: O'Connell, Dawn (HHS/IOS) < b6 
Ce: Tabak, Lawrence (NIH/OD) [E] < b6 


Subject: RE: Brief Secretary on Therapeutics work 


Certainly! I’d like Larry to join too. What should we put together for materials, and when are those needed? 


Francis 

From: O'Connell, Dawn (HHS/IOS) < b6 
Sent: Wednesday, April 7, 2021 1:44 PM 

To: Collins, Francis (NIH/OD) [E] b6 

Cc: Tabak, Lawrence (NIH/OD) [E] < b6 


Subject: Brief Secretary on Therapeutics work 


Francis, | was wondering if you would be available tomorrow at 10am to join a Daily COVID check in | do with the 
Secretary in order to update him on all of the work NIH has been doing on therapeutics. Would you be available? 


COLL0000018997 


Dawn O'Connell 
Senior Counselor to the Secretary 
HHS COVID-19 Response 
b6 
b6 


COLL0000018997 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 4/8/2021 12:05:18 AM 

To: Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras] 

ce: Embry, Alan (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=882a18a10a134c49acac2 1cb83fd599d-embryal; George, Jill (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=f90bffb4b3a2464382adc29b127aed4e-georgejil]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd875f067964885 9e1cf101c0943414-adamsj4]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Wolinetz, Carrie (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd]; Tabak, Lawrence 
(INIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabak!] 

Subject: RE: URGENT: Need to Brief Secretary on COVID Therapeutics work TOMORROW! 


Thanks, Ashley. But given how tight the time is, I’ve decided not to use this slide. 


FC 

From: Parker, Ashley (NIH/OD) [E] < be 

Sent: Wednesday, April 7, 2021 7:28 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Embry, Alan (NIH/NIAID) [E] < b6 George, Jill (NIH/OD) [E] < b6 Wholley, 
David (FNIH) [T] < b6 Adam, Stacey (FNIH) [T] < b6 Lane, Cliff (NIH/NIAID) [E] 

< b6 Wolinetz, Carrie (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] 

< b6 


Subject: Re: URGENT: Need to Brief Secretary on COVID Therapeutics work TOMORROW! 
Hi Francis, 


Slide 6 ACTIV fast track areas should likely include the new additions to the subWG’s i.e. “mutational tracking” for the 


preclinical WG, “human challenge trial considerations”, “impact of vaccines on transmission”, and “correlates of 
protection” for the vaccines WG. 


We are in the process of including these additions on the ACTIV website as well. 


Thanks, 
Ashley 


On Apr 7, 2021, at 7:10 PM, Collins, Francis (NIH/OD) [E] < bé6 wrote: 


Hi all, 


COLL0000018999 


Many thanks for providing ideas and slides for this Becerra presentation on extremely short 
notice! | have sampled from all of your inputs. Attached is a draft of the deck that | plan to 
use. Not counting the cover slide, it’s 13 slides — which will be tight for 20 minutes with 
discussion, but | can skip quickly through some of them. 


I'd appreciate hearing about any major concerns with this plan. | will also share them with Tony 
Fauci later this evening. 


Francis 


<Becerra COVID Therapeutics_040821.pptx> 


COLL0000018999 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 4/8/2021 12:09:08 AM 

To: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!] 

Subject: RE: URGENT: Need to Brief Secretary on COVID Therapeutics work TOMORROW! 

Hey Larry, 


| couldn’t really merge 7 and 8 and save any time — slide 7 will go quickly. 


| wanted to finish with the futuristic focus on antivirals, which is why that comes after the clinical guidelines on 
current therapy. | tried to find a better image to display the targetable parts of the coronavirus life cycle, but 
couldn’t locate one. The image in the NIH Antiviral Summit report is not any better. 


| got rid of the red font. And ditched the complicated slide about ACTIV WGs. 


FC 


From: Tabak, Lawrence (NIH/OD) [E] < b6 

Sent: Wednesday, April 7, 2021 7:29 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Subject: Re: URGENT: Need to Brief Secretary on COVID Therapeutics work TOMORROW! 


Francis, 

You have too many slides for 20 min. Slides 7 and 8 are largely redundant; can some of the detail from 8 be added to 7 if 
you like the visuals in 7? Slide 13 is way too detailed; not sure you really need it to make point about the need for 
antivirals. Slide 10 — why red font? Shouldn’t slide 11 be the penultimate slide? 


Larry 
From: Francis Collins < b6 
Date: Wednesday, April 7, 2021 at 7:10 PM 
To: "Embry, Alan (NIH/NIAID) [E]" < b6 “Parker, Ashley (NIH/OD) [E]" 
< b6 "George, Jill (NIH/OD) [E]" b6 "Wholley, David (FNIH) [T]" 
b' Adam, Stacey (FNIH) [T]" b , "Lane, Cliff (NIH/NIAID) [E]" 
b6 > ‘i 
Cc: "Wolinetz, Carrie (NIH/OD) [E]" be , "Tabak, Lawrence (NIH/OD) [E]" 


v6 
Subject: RE: URGENT: Need to Brief Secretary on COVID Therapeutics work TOMORROW! 


Hiall, 
Many thanks for providing ideas and slides for this Becerra presentation on extremely short notice! | have 
sampled from all of your inputs. Attached is a draft of the deck that | plan to use. Not counting the cover 


slide, it’s 13 slides — which will be tight for 20 minutes with discussion, but | can skip quickly through some of 
them. 


COLLO0000019000 


I'd appreciate hearing about any major concerns with this plan. | will also share them with Tony Fauci later 
this evening. 


Francis 


COLL0000019000 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 1/19/2021 2:22:25 AM 
To: Jernigan, Daniel B. (CDC/DDID/NCIRD/ID) [| b6 
(se Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1afS2dc42427ea3d34f1e072f8cb7-menetskijp]; Tabak, Lawrence 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Brennan, Patti (NIH/NLM) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a15fb17e820c4a418b87b86db 1dfd6ff-brennanpf]; Glass, Roger (NIH/FIC) [E] 
[/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=03506bbbb1a2472790395288d4970bc0-glassr]; Kilmarx, Peter (NIH/FIC) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e4ecf449bd7044ba9 fd585c8da4d47b4-kilmarxph]; Eiss, Robert (NIH/FIC) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=707887ee7ba548e1a0aeSSf683ce2017-eissr]; Sherry, Steve (NIH/NLM/NCBI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=3339a3{0862046b78f97a029¢4753bf3-sherry] 

Subject: RE: GISAID and data access limitations 


Hi Dan, 


Thanks for this helpful context on GISAID. Given the link you mention with OGA and State, I’m looping in my 
Fogarty International Center colleagues. 


(&) (5) 


we have a very strong humanitarian case. 


Best, Francis 


From: Jernigan, Daniel B. (CDC/DDID/NCIRD/ID) < b6 
Sent: Sunday, January 17, 2021 12:56 PM 


To: Collins, Francis (NIH/OD) [E] < b6 
Ce: Menetski, Joseph (FNIH) [T] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 
Brennan, Patti (NIH/NLM) [E] < b6 


Subject: RE: GISAID and data access limitations 


Francis, 

Also look forward to working with you on the big tasks ahead with variant viruses. Regarding GISAID, this is a 
complicated issue as you've pointed out. The database was stood up in 2008 for H5SN1, but has been the primary 
repository for seasonal and novel influenza globally since that time. It is the recommended repository for influenza from 
WHO. The same was done for SARS-CoV-2. GISAID was stood up in an attempt to address significant problems that 
many nations were concerned about, including attribution of their work in subsequent publications and the use of their 
genetic sequence data in research and development. For this reason, the data use agreement reflects restrictions on 
the subsequent use of the data, and limits access to parties not agreeing to the data use agreement. Dave Wentworth 
serves on the Scientific Advisory Committee which works to improve accuracy and fidelity of the influenza sequences; 
however, that committee has not addressed the broader more fundamental issue you raise. 


COLL0000019003 


There are many aspects of GISAID that would benefit from improvement, both technical and, as you point out here, 
policy. To address changes to the existing GISAID DUA would require addressing the larger issue that many countries 
see as a protection of their work. Because of the multilateral participants in the issue, and with the strong connection to 
parts of WHO, CDC has been addressing GISAID policy issues through the HHS Office of Global Affairs and Department of 
State through Jonathon Margolis’ office. 


| agree with you that we really need a better global sequencing solution, but given the timing of transition and the thaw 
in relationships with WHO, | would recommend putting the GISAID access policy issues into the broader ongoing 
discussion of USG’s near-term strategic discussions with WHO and other global partners. To change the data use policy 
will require other nations to communicate the same message and solutions. Happy to have a further discussion if that 
would be useful. 

Thanks 

Dan 


Daniel B. Jernigan, MD MPH 

Director, Influenza Division 

National Center for Immunization and Respiratory Diseases 
Centers for Disease Control and Prevention 

1600 Clifton Rd NE, Atlanta, GA 30329 


Office b6 Cell b6 
b6 , www.cde.gov/fiu 
From: Collins, Francis (NIH/OD) [E] b6 


Sent: Saturday, January 16, 2021 8:44 PM 

To: Jernigan, Danie! B. (CDC/DDID/NCIRD/ID) < b6 

Cc: Menetski, Joseph (FNIH) [T] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 
Brennan, Patti (NIH/NLM) [E] b6 

Subject: GISAID and data access limitations 


Dear Dan, 


Thanks very much for the opportunity to work with you and CDC on the increasingly serious issue of mutations in SARS- 
CoV-2 that might affect the efficacy of vaccines and monoclonal antibodies. 


| wanted to ask your advice about the GISAID database. | know this was originally developed during the H5N1 influenza 
outbreak. GISAID then stepped forward in 2020 to make its capabilities available in the context of the threats from SARS- 
CoV-2. That was a good thing, but unfortunately | understand that GISAID strictly limits access to data. This will block 
some of the plans for the new NCBI database the ACTIV project is proposing, and seems like the wrong model in the 
midst of a global pandemic. 


| hope the GISAID leadership might be willing to reconsider this policy. Is this something that you have already 
approached? | would think the CDC SPHERES project would be particularly interested in encouraging open access across 
the world for this kind of data, especially with the rapid emergence of new SARS-CoV-2 variants that may have major 
significance. From the web, | see that David Wentworth of CDC is on the GISAID Scientific Advisory Committee, could he 
help make this case? 


On behalf of NIH (including NCBI/NLM and NIAID) | am flagging this as an important issue. | would like to work with CDC 
in seeking a more open approach by GISAID. | would bet that Rochelle Walensky would also support this. Can | get your 


advice on how this might be best approached? 


Thanks for your help, 


COLLO0000019003 


Francis 


COLL0000019003 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 4/9/2021 9:41:21 AM 

To: Shapiro, Neil (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a13c20d004cb413b9484d6343b5f3fa6-shapironk]) 

ce: Rutter, Joni (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=157b2517ddb546a8a72844c3Seadb062-jrutter]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl] 

Subject: ACTIV-6 funding memo 


Hi Neil, 

From what we heard from Lauren Silvis, the ACTIV-6 funding memo is stuck waiting for Sean McCluskie’s sign off. I'm 
just checking to see if there is any chance it got signed yesterday — if not, | will bug Dawn O’Connell this morning to try to 
get this liberated. 

Let me know ASAP. 


Francis 


COLL0000019004 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 4/9/2021 2:43:45 PM 

To: O'Connell, Dawn (HHS/IOS) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab0a8a0ae4af4cf38333ad1 7a2d2e6cS-Dawn.Oconne] 

ce Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabakl]; Rutter, Joni (NIH/NCATS) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=157b2517ddb546a8a72844c3Seadb062-jrutter]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Shapiro, Neil (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=a13c20d004cb413b9484d6343b5f3fa6-shapironk]) 

Subject: Seeking your help -- urgent 


Hi Dawn, 

With apologies for adding one more urgent item to your list for today, | am reaching out to ask for assistance in getting 
the funding memo for the ACTIV-6 clinical trial signed. ACTIV-6 is a protocol to test repurposed oral agents like 
ivermectin for outpatients just diagnosed with COVID-19. It has been considered for some time as a very high priority by 
myself, Janet Woodcock, and David Kessler. The protocol is all ready to go —in fact, we could have announced the 
launch today, but can’t do so without assurance of the funds. 


All that is needed is a signature from Sean McCluskie. | would be glad to contact him directly if you think that would be 
the best way to get this done, but | thought | would reach out to you first. 


Please let me know if this is going to be possible. It really matters. 


Thanks, Francis 


COLL0000019005 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 4/9/2021 5:50:14 PM 

To: O'Connell, Dawn (HHS/lOS) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab0a8a0ae4af4cf38333ad1 7a2d2e6cS-Dawn.Oconne] 

Subject: URGENT 


Any chance of some help here? Should | reach out to Sean directly? Truly sorry to bug you, but it’s hard to 
watch the delay in launching this critical clinical trial that is ready to go now. 


Francis 


From: Collins, Francis (NIH/OD) [E] 
Sent: Friday, April 9, 2021 10:44 AM 


To: O'Connell, Dawn (HHS/IOS) < b6 
Cc: Tabak, Lawrence (NIH/OD) [E] < b6 Rutter, Joni (NIH/NCATS) [E] < b6 
Wholley, David (FNIH) [T] < b6 Shapiro, Neil (NIH/OD) [E] < b6 


Subject: Seeking your help -- urgent 

Hi Dawn, 

With apologies for adding one more urgent item to your list for today, | am reaching out to ask for assistance in getting 
the funding memo for the ACTIV-6 clinical trial signed. ACTIV-6 isa protocol to test repurposed oral agents like 
ivermectin for outpatients just diagnosed with COVID-19. It has been considered for some time as a very high priority by 
myself, Janet Woodcock, and David Kessler. The protocol is all ready to go —in fact, we could have announced the 
launch today, but can’t do so without assurance of the funds. 


All that is needed is a signature from Sean McCluskie. | would be glad to contact him directly if you think that would be 
the best way to get this done, but | thought | would reach out to you first. 


Please let me know if this is going to be possible. It really matters. 


Thanks, Francis 


COLLO0000019006 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 4/9/2021 7:08:10 PM 

To: O'Connell, Dawn (HHS/IOS) [ b6 

ee Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl] 

Subject: RE: URGENT 


Both ACTIV-6 and the college immunization trial funding memos were just signed. Thank you, Dawn!!!! 


Francis 


From: O'Connell, Dawn (HHS/IOS) < b6 
Sent: Friday, April 9, 2021 2:02 PM 

To; Collins, Francis (NIH/OD) [E] < b6 
Subject: RE: URGENT 


Let me ping him. Sorry for missing Larry’s email earlier. 


From: Collins, Francis (NIH/OD) [E] b6 
Sent: Friday, April 9, 2021 1:50 PM 
To: O'Connell, Dawn (HHS/IOS) b6 


Subject: URGENT 


Any chance of some help here? Should | reach out to Sean directly? Truly sorry to bug you, but it’s hard to 
watch the delay in launching this critical clinical trial that is ready to go now. 


Francis 


From: Collins, Francis (NIH/OD) [E] 
Sent: Friday, April 9, 2021 10:44 AM 


To; O'Connell, Dawn (HHS/IOS) b6 
Cc: Tabak, Lawrence (NIH/OD) [E] b6 ; Rutter, Joni (NIH/NCATS) [E] b6 
Wholley, David (FNIH) [T] b6 ; Shapiro, Neil (NIH/OD) [E] b6 


Subject: Seeking your help -- urgent 

Hi Dawn, 

With apologies for adding one more urgent item to your list for today, | am reaching out to ask for assistance in getting 
the funding memo for the ACTIV-6 clinical trial signed. ACTIV-6 isa protocol to test repurposed oral agents like 
ivermectin for outpatients just diagnosed with COVID-19. It has been considered for some time as a very high priority by 
myself, Janet Woodcock, and David Kessler. The protocol is all ready to go —in fact, we could have announced the 


launch today, but can’t do so without assurance of the funds. 


All that is needed is a signature from Sean McCluskie. | would be glad to contact him directly if you think that would be 
the best way to get this done, but | thought | would reach out to you first. 


Please let me know if this is going to be possible. It really matters. 


Thanks, Francis 


COLLO0000019007 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 
Sent: 4/9/2021 7:02:10 PM 
To: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Anderson, James (NIH/OD) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Rutter, Joni 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=157b2517ddb546a8a72844c3Seadp062-jrutter]; Patterson, Amy (NIH/NHLBI) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f319 1d65bb70f-pattersa]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2 24446614 0faa9SaaaafeO6ebd70-parkeras]; Adam, Stacey (FNIH) [T] 
/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4] 
Subject: FW: Seeking your help -- urgent 
Attachments; RE: APPROVAL NEEDED 


Approval at last. 


From: Shapiro, Neil (NIH/OD) [E] < b6 

Sent: Friday, April 9, 2021 2:31 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Tabak, Lawrence (NIH/OD) [E] < b6 Rutter, Joni (NIH/NCATS) [E] < b6 
Wholley, David (FNIH) [T] < b6 


Subject: RE: Seeking your help -- urgent 


Success! 

From: Collins, Francis (NIH/OD) [E] b6 

Sent: Friday, April 9, 2021 10:44 AM 

To: O'Connell, Dawn (HHS/IOS) b6 > 

Cec: Tabak, Lawrence (NIH/OD) [E] b6 >; Rutter, Joni (NIH/NCATS) [E] b6 
Wholley, David (FNIH) [T] b6 >; Shapiro, Neil (NIH/OD) [E] _b > 


Subject: Seeking your help -- urgent 

Hi Dawn, 

With apologies for adding one more urgent item to your list for today, | am reaching out to ask for assistance in getting 
the funding memo for the ACTIV-6 clinical trial signed. ACTIV-6 isa protocol to test repurposed oral agents like 
ivermectin for outpatients just diagnosed with COVID-19. It has been considered for some time as a very high priority by 
myself, Janet Woodcock, and David Kessler. The protocol is all ready to go —in fact, we could have announced the 


launch today, but can’t do so without assurance of the funds. 


All that is needed is a signature from Sean McCluskie. | would be glad to contact him directly if you think that would be 
the best way to get this done, but | thought I would reach out to you first. 


Please let me know if this is going to be possible. It really matters. 
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Thanks, Francis 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 4/13/2021 12:44:00 AM 

To: Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257-wholleyd] 

cc: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc] 

Subject: RE: USG Tx Lesson Learned | War Room Discussion on Wednesday 4/14 


Yes, if Janet is joining we should certainly extend that courtesy. 


Fe 

From: Parker, Ashley (NIH/OD) [E] < b6 

Sent: Monday, April 12, 2021 6:59 PM 

To: Wholley, David (FNIH) [T] < b6 Collins, Francis (NIH/OD) [E] < b6 

Cc: Tabak, Lawrence (NIH/OD) [E] < b6 Freire, Maria (FNIH) [T] < b6 


Subject: RE: USG Tx Lesson Learned | War Room Discussion on Wednesday 4/14 


Sounds good to me — Francis, are you OK with giving Kevin and Janet the full 30 mins? | will send them the dial-in 
information once | have the green light. 


Thanks, 
Ashley 


From: Wholley, David (FNIH) [T] b6 

Sent: Monday, April 12, 2021 6:50 PM 

To: Parker, Ashley (NIH/OD) [E] b6 Collins, Francis (NIH/OD) [E] b6 
Cc: Tabak, Lawrence (NIH/OD) [E] < b6 Freire, Maria (FNIH) [T] < 

Subject: RE: USG Tx Lesson Learned | War Room Discussion on Wednesday 4/14 


You know, (b) (5) 
(b) G) 


David 


From: Parker, Ashley (NIH/OD) [E] < b6 

Sent: Monday, April 12, 2021 5:51 PM 

To: Collins, Francis (NIH/OD) [E] < 6 

Cc: Wholley, David (FNIH) [T] b6 Tabak, Lawrence (NIH/OD) [E] < b6 Freire, 
Maria (FNIH) [T] v6 

Subject: Re: USG Tx Lesson Learned | War Room Discussion on Wednesday 4/14 


Great, thanks. Kevin sent a follow up note — Janet will also join the war room call on Wednesday and they will also use 
this time to discuss the USG Tx Preparedness Infrastructure Proposal. 


Hopefully 15 mins will be enough time — seem OK? 
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| will circulate all materials once in hand. 


Thanks, 
Ashley 


On Apr 12, 2021, at 4:43 PM, Collins, Francis (NIH/OD) [E] b6 > wrote: 


This looks like a good list. And we can be generous and allow him 15 minutes. 


FC 

From: Parker, Ashley (NIH/OD) [E] <: b6 

Sent: Monday, April 12, 2021 11:54 AM 

To: Wholley, David (FNIH) [T] b6 Collins, Francis (NIH/OD) [E] b6 
Cc: Tabak, Lawrence (NIH/OD) [E] b6 Freire, Maria (FNIH) [T] 


b6 
Subject: RE: USG Tx Lesson Learned | War Room Discussion on Wednesday 4/14 


Agree — please see addition below. Does this work? 


From: Wholley, David (FNIH) [T] < b6 

Sent: Monday, April 12, 2021 11:51 AM 

To: Parker, Ashley (NIH/OD) [E] bé6 >; Collins, Francis (NIH/OD) [E] 
b6 

Ce: Tabak, Lawrence (NIH/OD) [E] b6 >; Freire, Maria (FNIH) [T] 

< b6 


Subject: RE: USG Tx Lesson Learned | War Room Discussion on Wednesday 4/14 


Great job, Ashley. (b) (5) 
(b) (5) 
From: Parker, Ashley (NIH/OD) [E] < b6 
Sent: Monday, April 12, 2021 11:46 AM 
To: Collins, Francis (NIH/OD) [E] < b6 
Cc: Tabak, Lawrence (NIH/OD) [E] b6 >; Wholley, David (FNIH) [T] 
b6 


Subject: USG Tx Lesson Learned | War Room Discussion on Wednesday 4/14 

Hi Francis, 

Below is a draft note for me to send to Kevin with questions that | captured from the war room. Larry — 
I've included the question about the connection with other USG Lessons as | understand there has been 
interest to keep this effort separate due to limited focus on Tx’s. Cc’ing David as well in case I’ve missed 
anything from the broader USG Tx discussions. 


| standby for any edits before sending to Kevin and please let me know if | need to amend the time. 


Thanks, 
Ashley 
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Hi Kevin, 


Thank you again for offering to speak with the war room about the USG Tx activities. We typically meet 
via teleconference for 30 minutes and it would be great to have you join us this Wednesday, 4/14 at 
8am for the first 10-12 mins (roughly 5-min high level overview of the USG Tx Operational 
structure/workstreams ~ 5 slides and 5-7 mins for questions/discussion). Our time will be limited but 
yes, please feel free to include any pertinent information on the proposal for the infrastructure bill that 
was drafted recently. 


To provide more context and clarity for the discussion, the war room has seen the large slide sets for the 
USG Tx Lessons Learned, USG Tx Strategy, and possibly other slides that have been shared through some 
of the other USG Tx workstreams and | agree the group would benefit from understanding the USG Tx 
organizational structure with all of the various components of the workstreams/activities in an effort to 
fully capture the USG Tx activities and overarching goals. In addition, below are a few questions that 
may arise and help bring clarity. 
@ Whatis the overall organizational structure of the USG Tx including the (who) leading 
agencies/participants, (what) workstreams, etc.? 
What are the goals of the various workstreams? 
What is the timeline to complete the goals? What is the future of USG Tx? 
How are these workstreams/activities linked with other USG agencies Lesson’s Learned 
activities? 
e Is NIH well represented in the current USG Tx plans/workstreams? How can we best serve in 
these efforts? 


If you could please send me the read ahead materials by COB tomorrow to share with the group and | 
will follow up with the dial-in information for Wednesday's call. 


Thank you, 
Ashley 


From: Bugin, Kevin < b6 
Sent: Monday, April 12, 2021 10:57 AM 
To: Parker, Ashley (NIH/OD) [E] _b6 
Subject: War Room this week 


Hi Ashley, 

| hope you had a nice weekend! 

| wanted to check and see if | was still going to be able to join your War Room this Wed. If so, | can talk 
through the Operation structure and long-term operational plans, as planned, but can also talk through 
a proposal for the infrastructure bill that was drafted recently. | believe this was shared with Francis and 
Larry. In case it was not, the proposal was around investing in community-based clinical trial 


sites/networks—a key insight from our lessons learned work. 


Kevin 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 4/13/2021 2:36:39 AM 

To: Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!] 

cc: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc] 


Subject: RE: USG Tx Lesson Learned | War Room Discussion on Wednesday 4/14 

sure 

From: Parker, Ashley (NIH/OD) [E] < b6 

Sent: Monday, April 12, 2021 10:12 PM 

To: Tabak, Lawrence (NIH/OD) [E] < b6 Collins, Francis (NIH/OD) [E] < b6 
Cc: Wholley, David (FNIH) [T] < b6 Freire, Maria (FNIH) [T] < b6 


Subject: Re: USG Tx Lesson Learned | War Room Discussion on Wednesday 4/14 


Thanks — Kevin appreciates you dedicating an entire session and requested to invite COL Teyhen as well? She is 
assisting with the transition activities and can help with any follow ups. 


Thanks, 
Ashley 


On Apr 12, 2021, at 8:45 PM, Tabak, Lawrence (NIH/OD) [E] b wrote: 


Ok - thanks 


From: Francis Collins < b6 

Date: Monday, April 12, 2021 at 8:44 PM 

To: "Parker, Ashley (NIH/OD) [E]" b6 “Wholley, David (FNIH) [T]" 
b6 

Ce: "Tabak, Lawrence (NIH/OD) [E]"< b6 “Freire, Maria (FNIH) [T]" 

< b6 fg> 

Subject: RE: USG Tx Lesson Learned | War Room Discussion on Wednesday 4/14 


Yes, if Janet is joining we should certainly extend that courtesy. 


FG 

From: Parker, Ashley (NIH/OD) [E] b6 

Sent: Monday, April 12, 2021 6:59 PM 

To: Wholley, David (FNIH) [T] b6 >; Collins, Francis (NIH/OD) [E] b6 
Ce: Tabak, Lawrence (NIH/OD) [E] b6 >; Freire, Maria (FNIH) [T] 


b6 > 
Subject: RE: USG Tx Lesson Learned | War Room Discussion on Wednesday 4/14 
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Sounds good to me — Francis, are you OK with giving Kevin and Janet the full 30 mins? | will send them 


the dial-in information once | have the green light. 


Thanks, 
Ashley 


From: Wholley, David (FNIH) [T] < b6 
Sent: Monday, April 12, 2021 6:50 PM 
To: Parker, Ashley (NIH/OD) [E] b6 Collins, Francis (NIH/OD) [E] 
b6 
Ce: Tabak, Lawrence (NIH/OD) [E] b6é Freire, Maria (FNIH) [T] 
b6 
Subject: RE: USG Tx Lesson Learned | War Room Discussion on Wednesday 4/14 


You know, (b) (5) 
&) (5) 
David 
From: Parker, Ashley (NIH/OD) [E] <a b6é 
Sent: Monday, April 12, 2021 5:51 PM 
To: Collins, Francis (NIH/OD) [E] < b6 
Cc: Wholley, David (FNIH) [T] < b6 Tabak, Lawrence (NIH/OD) [E] 
b6 >; Freire, Maria (FNIH) [T] b6 


Subject: Re: USG Tx Lesson Learned | War Room Discussion on Wednesday 4/14 


Great, thanks. Kevin sent a follow up note — Janet will also join the war room call on Wednesday and 


they will also use this time to discuss the USG Tx Preparedness Infrastructure Proposal. 
Hopefully 15 mins will be enough time — seem OK? 
| will circulate all materials once in hand. 


Thanks, 
Ashley 


On Apr 12, 2021, at 4:43 PM, Collins, Francis (NIH/OD) (E] b6 wrote: 


This looks like a good list. And we can be generous and allow him 15 minutes. 


FC 


From: Parker, Ashley (NIH/OD) [E] b6 

Sent: Monday, April 12, 2021 11:54 AM 

To: Wholley, David (FNIH) [T] < b6 Collins, Francis (NIH/OD) [E] 
b6 


Ce: Tabak, Lawrence (NIH/OD) [E] b6 >; Freire, Maria (FNIH) [T] 


< b6 
Subject: RE: USG Tx Lesson Learned | War Room Discussion on Wednesday 4/14 
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Agree — please see addition below. Does this work? 


From: Wholley, David (FNIH) [T] < b6 

Sent: Monday, April 12, 2021 11:51 AM 

To: Parker, Ashley (NIH/OD) [E] < b6 Collins, Francis (NIH/OD) [E] 
b6 

Cc: Tabak, Lawrence (NIH/OD) [E] b6 ; Freire, Maria (FNIH) [T] 

< b6 

Subject: RE: USG Tx Lesson Learned | War Room Discussion on Wednesday 4/14 


Great job, Ashley. (b) (S) 
(b) (5) 
From: Parker, Ashley (NIH/OD) [E] b6 
Sent: Monday, April 12, 2021 11:46 AM 
To: Collins, Francis (NIH/OD) [E] < b6 
Ce: Tabak, Lawrence (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] 
b6 > 


Subject: USG Tx Lesson Learned | War Room Discussion on Wednesday 4/14 
Hi Francis, 


Below is a draft note for me to send to Kevin with questions that | captured from the 
war room. Larry —I've included the question about the connection with other USG 
Lessons as | understand there has been interest to keep this effort separate due to 
limited focus on Tx’s. Cc’ing David as well in case I’ve missed anything from the broader 
USG Tx discussions. 


| standby for any edits before sending to Kevin and please let me know if | need to 
amend the time. 


Thanks, 
Ashley 


Hi Kevin, 


Thank you again for offering to speak with the war room about the USG Tx 

activities. We typically meet via teleconference for 30 minutes and it would be great to 
have you join us this Wednesday, 4/14 at 8am for the first 10-12 mins (roughly 5-min 
high level overview of the USG Tx Operational structure/workstreams ~ 5 slides and 5-7 
mins for questions/discussion). Our time will be limited but yes, please feel free to 
include any pertinent information on the proposal for the infrastructure bill that was 
drafted recently. 


To provide more context and clarity for the discussion, the war room has seen the large 
slide sets for the USG Tx Lessons Learned, USG Tx Strategy, and possibly other slides 
that have been shared through some of the other USG Tx workstreams and | agree the 
group would benefit from understanding the USG Tx organizational structure with all of 
the various components of the workstreams/activities in an effort to fully capture the 
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USG Tx activities and overarching goals. In addition, below are a few questions that may 
arise and help bring clarity. 
© Whatis the overall organizational structure of the USG Tx including the (who) 
leading agencies/participants, (what) workstreams, etc.? 
*¢ What are the goals of the various workstreams? 
* Whatis the timeline to complete the goals? What is the future of USG Tx? 
e@ How are these workstreams/activities linked with other USG agencies Lesson’s 
Learned activities? 
e Is NIH well represented in the current USG Tx plans/workstreams? How can we 
best serve in these efforts? 


If you could please send me the read ahead materials by COB tomorrow to share with 
the group and | will follow up with the dial-in information for Wednesday's call. 


Thank you, 
Ashley 


From: Bugin, Kevin b6 

Sent: Monday, April 12, 2021 10:57 AM 

To: Parker, Ashley (NIH/OD) [E] b6 
Subject: War Room this week 


Hi Ashley, 
| hope you had a nice weekend! 


| wanted to check and see if | was still going to be able to join your War Room this Wed. 
If so, |can talk through the Operation structure and long-term operational plans, as 
planned, but can also talk through a proposal for the infrastructure bill that was drafted 
recently. | believe this was shared with Francis and Larry. In case it was not, the proposal 
was around investing in community-based clinical trial sites/networks—a key insight 
from our lessons learned work. 


Kevin 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 4/14/2021 4:25:28 PM. 

To: Shapiro, Neil (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a13c20d004cb413b9484d6343b5f3fa6-shapironk]; Menetski, Joseph (FNIH) 
[T] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1afS2dc4a427ea3d34f1e072f8cb7-menetskijp] 

ce: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: Funding approval for TRACE 


Hi Neil and Joe, 

In preparation for a 1:15 pm meeting with Larry and Tony, can one of you locate and send to me the funding approval 
document for one-year (2021) support of the ACTIV project called TRACE (Tracking Resistance and Coronavirus 
Evolution). As | recall that was about (b) (5) | need to see exactly what items were included in that approval. 


FC 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 
Sent: 4/15/2021 1:56:41 AM 
To: Wojtowicz, Emma (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=45c66 10aca6e44a08d497630425e5ecd-wojtowiczem]; Tabak, Lawrence 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Parker, Ashley (NIH/OD) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Freire, Maria (FNIH) [T] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4] 
cc: Aklin, Courtney (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c77aSe1631f44bb8abe376bc81d01065-cferrell]; Wolinetz, Carrie (NIH/OD) 
|E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd]; Hallett, Adrienne 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f1705e2e7¢254b84a7 7f0S8dbf75b31b-hallettaa]; Higgins, Lauren (NIH/OD) 
|E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bfde47 19d7ac48e4a60b2ecd1969a7 16-higgins|]; Casselle, Julia (NIH/OD) [E] 
/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=13031ef577de4ca79 ladddf09f2f6125 -casselleje]; Brodd, Lauren (NIH/OD) [E) 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ba665dea08e5417 1b3d6890c2518ddb9-leponelm]; Meltzer, Abbey (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak]; Thompson, Katherine 
(FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=3f2c78f864ae435S8adb82dc6b9a4d7 1-thompsonkap]; Burklow, John 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43cO8be856acbSb964ca-burklowj]; Myles, Renate (NIH/OD) 
|E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Fine, Amanda (NIH/OD) [E] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=61290b742a9a44358954c45439ffdeb6-fineab]; Fritz, Craig (NIH/OD) [E] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=79148d8c0cee49689fd637304bb82b42-fritzcm]; Kern, Anna (NIH/OD) [C] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8c148d20464545af99ca3d62fd2d01a1-kernak]; Polimeni, Lydia (NIH/OD) (E] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=fe175ea7080244d190744be16f16b6de-polimeniln] 
Subject: RE: FOR REVIEW/INPUT: ACTIV-6 Rollout Plan and News Release 


Plan looks OK. Hoping there will not be any further delays. 


FC 

From: Wojtowicz, Emma (NIH/OD) [E] < b6 

Sent: Wednesday, April 14, 2021 5:25 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 

Parker, Ashley (NIH/OD) [E] < b6 Freire, Maria (FNIH) [T] < b6 Wholley, David 
(FNIH) [T] < b6 Adam, Stacey (FNIH) [T] < b6 

Cc: Aklin, Courtney (NIH/OD) [E] < b6 Wolinetz, Carrie (NIH/OD) [E] < b6 

Hallett, Adrienne (NIH/OD) [E] < v6 Higgins, Lauren (NIH/OD) [E] < b6 
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Casselle, Julia (NIH/OD) [E] < v6 Brodd, Lauren (NIH/OD) [E] < b6 Meltzer, 


Abbey (FNIH) [T] < b6 Thompson, Katherine (FNIH) [T] < b6 Burklow, John 
(NIH/OD) [E] < b6 Myles, Renate (NIH/OD) [E] < b6 Fine, Amanda (NIH/OD) [E] 
< v6 Fritz, Craig (NIH/OD) [E] < v6 Kern, Anna (NIH/OD) [C] < v6 
Polimeni, Lydia (NIH/OD) [E] < b6 


Subject: FOR REVIEW/INPUT: ACTIV-6 Rollout Plan and News Release 
Greetings- 


The ACTIV-6 rollout plan is attached for your review and input. Please note that the new target date for the 
announcement is Monday, April 19. We will follow up later this evening or tomorrow morning with the news release for 
your review. Please let us know if you have any questions or concerns. 


Thank you- 
Emma 


Emma Wojtowicz 

Public Affairs Specialist 
National Institutes of Health 
Tel: b6 

Email: b6 

Web: http://www. nth.gov 


NIH ,.. Turning Discovery Into Health 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 4/9/2021 4:08:31 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257 -wholleyd]; Parker, Ashley (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras] 

cc: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d345Seaf14854c83f41d84-freiremc]; Rutter, Joni (NIH/NCATS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=157b2517ddbS46a8a72844c3Seadb062-jrutter]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Patterson, Amy 
(NIH/NHLBI) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f319 1d6Sbb70f-pattersa] 

Subject: RE: Follow-Up USG Tx 


| would also support that. The slides are in BCG-speak. 


FC 

From: Wholley, David (FNIH) [T] < b6 

Sent: Friday, April 9, 2021 12:02 PM 

To; Parker, Ashley (NIH/OD) [E] < v6 Collins, Francis (NIH/OD) [E] < b6 

Cc: Tabak, Lawrence (NIH/OD) [E] < b6 Lane, Cliff (NIH/NIAID) [E] < b6 Freire, 
Maria (FNIH) [T] < b6 Rutter, Joni (NIH/NCATS) [E] < b6 Anderson, James (NIH/OD) [E] 
< b6 Patterson, Amy (NIH/NHLB)) [E] < b6 


Subject: RE: Follow-Up USG Tx 


Thanks Ashley, that sounds like a great idea to me, but I defer to others. 


From: Parker, Ashley (NIH/OD) [E] b6 

Sent: Friday, April 9, 2021 11:57 AM 

To; Collins, Francis (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] b6 

Ce: Tabak, Lawrence (NIH/OD) [E] b6 ; Lane, Cliff (NIH/NIAID) [E] b6 >; Freire, 
Maria (FNIH) [T] < b6 Rutter, Joni (NIH/NCATS) [E] b6 Anderson, James (NIH/OD) [E] 
< b6 Patterson, Amy (NIH/NHLBI) [E] b6 


Subject: Follow-Up USG Tx 
Hi Francis and David, 


| reached out to Kevin as a follow up to our discussion this morning regarding questions around the attached USG Tx 

strategy slides David shared, the many USG Tx activities, and future of USG Tx. Kevin shared these materials relate to 
some work in progress discussions around the establishment of their long-term plans (i.e., how to transition to more 

normal operations). In some cases that means the appropriate USG OpDiv takes over, or some simply ramp down or 
fold into other components of the USG’s response (i.e., ACTIV, SIG). 
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David — Kevin indicated some of this has changed since this was discussed at the recent Tx leadership team meeting 
you/FNIH attended and he plans to send updates. 


For next steps and to ensure we can fully capture all of the USG Tx activities and NIH participants, Kevin will pull 
together a summary of the USG Tx workstreams and also identify the NIH reps on each (slide 6 indicates there are 5 - I’m 
currently participating in #5 Lessons Learned). Kevin is also happy to provided a high level update with the war room 
and address questions if needed — if interested, please let me know and I can help arrange this. 


Thanks, 
Ashley 
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From: 


Sent: 
To: 


cc: 


Subject: 


Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

4/16/2021 9:10:49 AM 

Wojtowicz, Emma (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=45c6610aca6e44a08d497630425eS5ecd-wojtowiczem]; Myles, Renate 
(NIH/OD) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Tabak, Lawrence (NIH/OD) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Freire, Maria (FNIH) [T] 
o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d55 1d1d345Seaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4] 

Aklin, Courtney (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c77aSe1631f44bb8abe376bc81d01065-cferrell]; Wolinetz, Carrie (NIH/OD) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7004d7bc11a403ecb-wolinetzcd]; Hallett, Adrienne 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f170Se2e7¢254b84a7 7f0S8dbf75b3 1b-hallettaa]; Higgins, Lauren (NIH/OD) 
|] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bfde47 19d7 ac48e4a60b2ecd1969a7 16-higgins|]; Casselle, Julia (NIH/OD) [E] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=13031ef577de4ca79 ladddf09f2f6125-casselleje]; Brodd, Lauren (NIH/OD) [E) 
/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=ba66Sdea08e5417 1b3d6890c2518ddb9-leponelm]; Meltzer, Abbey (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak]; Thompson, Katherine 
(FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=3f2c78f864ae43558adb82dc6b9a4d7 1-thompsonkap); Burklow, John 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43c08be856acb5b964ca-burklowj]; Fine, Amanda (NIH/OD) [E] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=61290b742a9a44358954c45439ffdeb6-fineab]; Fritz, Craig (NIH/OD) [E] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=79148d8cOcee49689fd637304bb82b42-fritzcm]; Kern, Anna (NIH/OD) [C] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8c148d20464545af99ca3d62fd2d01a1-kernak]; Polimeni, Lydia (NIH/OD) (E] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=fe175ea70802a44d190744be16f16b6de-polimeniln] 

RE: FOR REVIEW/INPUT: ACTIV-6 Rollout Plan and News Release 


Attachments: DRAFT_News Release_ACTIV-6_4.15.21 fse.docx 


See a few edits. 


FC 

From: Wojtowicz, Emma (NIH/OD) [E] < b6 

Sent: Thursday, April 15, 2021 10:21 AM 

To: Collins, Francis (NIH/OD) [E] < v6 Myles, Renate (NIH/OD) [E] < b6é Tabak, 
Lawrence (NIH/OD) [E] < b6 Parker, Ashley (NIH/OD) [E] < b6 Freire, Maria 
(FNIH) (T] < a Wholley, David (FNIH) [T] < b6 Adam, Stacey (FNIH) [T] 
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< b6 


Ce: Aklin, Courtney (NIH/OD) [E] < b6 Wolinetz, Carrie (NIH/OD) [E] < b6 

Hallett, Adrienne (NIH/OD) [E] < b6 Higgins, Lauren (NIH/OD) [E] < b6 

Casselle, Julia (NIH/OD) [E] < b6 Brodd, Lauren (NIH/OD) [E] < b6 Meltzer, 
Abbey (FNIH) [T] < b6 Thompson, Katherine (FNIH) [T] < b6 Burklow, John 
(NIH/OD) [E] < b6 Fine, Amanda (NIH/OD) [E] < b6 Fritz, Craig (NIH/OD) [E] 
< b6 Kern, Anna (NIH/OD) [C] < v6 Polimeni, Lydia (NIH/OD) [E] 

< b6 


Subject: RE: FOR REVIEW/INPUT: ACTIV-6 Rollout Plan and News Release 
Hi All- 


The ACTIV-6 news release is attached for your review and input. Please let us know if you any edits or concerns. 


Thank you- 
Emma 
From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Wednesday, April 14, 2021 10:09 PM 
To: Myles, Renate (NIH/OD) [E] < b6 >; Wojtowicz, Emma (NIH/OD) [E] b6 
Tabak, Lawrence (NIH/OD) [E] b6 >; Parker, Ashley (NIH/OD) [E] < b6 Freire, 
Maria (FNIH) [T] b6 >; Wholley, David (FNIH) [T] < b6 >; Adam, Stacey (FNIH) [T] 
b6 
Cc: Aklin, Courtney (NIH/OD) [E] b6 >; Wolinetz, Carrie (NIH/OD) [E] < v6 
Hallett, Adrienne (NIH/OD) [E] b6 >; Higgins, Lauren (NIH/OD) [E] b6 4 
Casselle, Julia (NIH/OD) [E] b6 >; Brodd, Lauren (NIH/OD) [E] < b6 ; Meltzer, 
Abbey (FNIH) [T, b6 ; Thompson, Katherine (FNIH) [T] b6 ; Burklow, John 
(NIH/OD) [E] < b6 Fine, Amanda (NIH/OD) [E] < b6 Fritz, Craig (NIH/OD) [E) 
b6 >; Kern, Anna (NIH/OD) [C] < b6 Polimeni, Lydia (NIH/OD) [E] 
< b6 


Subject: RE: FOR REVIEW/INPUT: ACTIV-6 Rollout Plan and News Release 


Thanks, that’s helpful to know. 


FC 
From: Myles, Renate (NIH/OD) [E] b6 
Sent: Wednesday, April 14, 2021 10:03 PM 
To: Collins, Francis (NIH/OD) [E] b6 Wojtowicz, Emma (NIH/OD) [E] b6 
Tabak, Lawrence (NIH/OD) [E] b6 >; Parker, Ashley (NIH/OD) [E] b6 ; Freire, 
Maria (FNIH) [T] b6 >; Wholley, David (FNIH) [T] b6 >; Adam, Stacey (FNIH) [T] 
b6 
Ce: Aklin, Courtney (NIH/OD) [E] b6 Wolinetz, Carrie (NIH/OD) [E] b6 fe 
Hallett, Adrienne (NIH/OD) [E] b ; Higgins, Lauren (NIH/OD) [E] 66 
Casselle, Julia (NIH/OD) [E] b6 Brodd, Lauren (NIH/OD) [E] b6 >; Meltzer, 
Abbey (FNIH) [T] b6 Thompson, Katherine (FNIH) [T] v6 Burklow, John 
(NIH/OD) [E] b6 Fine, Amanda (NIH/OD) [E] b6 Fritz, Craig (NIH/OD) [E] 
b6 >; Kern, Anna (NIH/OD) [C] b6 Polimeni, Lydia (NIH/OD) [E] 


b6 
Subject: RE: FOR REVIEW/INPUT: ACTIV-6 Rollout Plan and News Release 


Hi Francis: 
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| wanted to share a bit more information I received from NCATS. 


1) Protocol: It is not finalized at the level of specific drugs. The master protocol, including the endpoints, has been 
discussed by an internal group, and it now can move forward for review and approval by the IRB and DSMB. The 
IRB, DSMB and FDA will have to review and approve the protocol for each drug. So far, only ivermectin has been 
submitted for IND approval, and we expect a response by the end of the month. 


2) Drugs: The drugs to be studied are being finalized. 

a, Weare not naming any of the agents in the news release. 

b. The first four drugs have been selected and are in various stages of procurement. 

c. If reporters ask directly about one of the four drugs that has been selected (ivermectin, fluvoxamine, 
inhaled budesonide, montelukast), we could say: It is a candidate for the study, or that’s exactly the kind 
of drug we’d like to test in ACTIV-6. 

d. With funding in place, the ACTIV-6 team will begin the contract process for procuring agents for the sub- 
studies and engage enrollment sites that can reach diverse populations. 

e. The planis to issue a statement (not a news release) when we open enrollment for a particular drug that 
has been approved for the study. 


Thanks, 
Renate 
From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Wednesday, April 14, 2021 9:57 PM 
To: Wojtowicz, Emma (NIH/OD) [E] b6 Tabak, Lawrence (NIH/OD) [E] 
< b6 Parker, Ashley (NIH/OD) [E] b6 Freire, Maria (FNIH) [T] 
b6 >; Wholley, David (FNIH) [T] b6 Adam, Stacey (FNIH) [T] <sada b6 org> 
Ce: Aklin, Courtney (NIH/OD) [E] <courtney.akli b6 Wolinetz, Carrie (NIH/OD) [E] < b6 
Hallett, Adrienne (NIH/OD) [E] < b6 Higgins, Lauren (NIH/OD) [E] < b6 
Casselle, Julia (NIH/OD) [E] b6 ; Brodd, Lauren (NIH/OD) [E] b6 Meltzer, 
Abbey (FNIH) [T] b6 Thompson, Katherine (FNIH) [T] b6 ; Burklow, John 
(NIH/OD) [E] b6 Myles, Renate (NIH/OD) [E] b6 >; Fine, Amanda (NIH/OD) [E] 
b6 Fritz, Craig (NIH/OD) [E] v6 >; Kern, Anna (NIH/OD) [C] « b6 i 
Polimeni, Lydia (NIH/OD) [E] < b6 


Subject: RE: FOR REVIEW/INPUT: ACTIV-6 Rollout Plan and News Release 


Plan looks OK. Hoping there will not be any further delays. 


FC 

From: Wojtowicz, Emma (NIH/OD) [E] < b6 > 

Sent: Wednesday, April 14, 2021 5:25 PM 

To: Collins, Francis (NIH/OD) [E] b6 Tabak, Lawrence (NIH/OD) [E] b6 

Parker, Ashley (NIH/OD) [E]< b6 >; Freire, Maria (FNIH) [T] < b6 >; Wholley, David 
(FNIH) [T] <dwhol b6 Adam, Stacey (FNIH) [T] b6 

Ce: Aklin, Courtney (NIH/OD) [E) b6 Wolinetz, Carrie (NIH/OD) [E] b6 

Hallett, Adrienne (NIH/OD) [E] b6 >; Higgins, Lauren (NIH/OD) [E] b6 

Casselle, Julia (NIH/OD) [E) bé6 Brodd, Lauren (NIH/OD) [E] b6 Meltzer, 
Abbey (FNIH) [T] b6 >; Thompson, Katherine (FNIH) [T] b6 Burklow, John 
(NIH/OD) [E] dé Myles, Renate (NIH/OD) [E] b6 Fine, Amanda (NIH/OD) [E] 
< b6 Fritz, Craig (NIH/OD) [E] 6 Kern, Anna (NIH/OD) [C] <a b6 
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Polimeni, Lydia (NIH/OD) [E] b6 
Subject: FOR REVIEW/INPUT: ACTIV-6 Rollout Plan and News Release 


Greetings- 


The ACTIV-6 rollout plan is attached for your review and input. Please note that the new target date for the 
announcement is Monday, April 19. We will follow up later this evening or tomorrow morning with the news release for 
your review. Please let us know if you have any questions or concerns. 


Thank you- 
Emma 


Emma Wojtowicz 
Public Affairs Specialist 
National Institutes of Health 


NIH... Turning Discovery Into Health 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 4/17/2021 3:01:49 PM 


To: Rutter, Joni (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=157b2517ddb546a8a72844c35ead0062-jrutter]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tadakl]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 


Subject: RE: Good news 


Hooray! 


From: Rutter, Joni (NIH/NCATS) [E] < 
Sent: Saturday, April 17, 2021 7:50 AM 
To: Collins, Francis (NIH/OD) [E] < 
Wholley, David (FNIH) [T] < b6 
Subject: Good news 


ACTIV 6 is issued. 
Joni 


Joni Rutter, PhD 
Acting Director, NCATS 


b6 


Tabak, Lawrence (NIH/OD) [E] < 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 4/17/2021 3:09:21 PM. 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Rutter, Joni (NIH/NCATS) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=157b2517ddb546a8a72844c3Seadb062-jrutter]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Patterson, Amy 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f319 1d6Sbb70f-pattersa] 

Subject: RE: follow-up to this morning's question about remaining ACTIV funding requirements 


Very helpful, thanks. Anything to add, Amy? 


From: Wholley, David (FNIH) [T] < b6 

Sent: Friday, April 16, 2021 9:07 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 Lane, 
Cliff (NIH/NIAID) [E] < b6 Freire, Maria (FNIH) [T] < b6 Rutter, Joni (NIH/NCATS) [E] 

< b6 Parker, Ashley (NIH/OD) [E] < b6 Anderson, James (NIH/OD) [E] 

< b6 Patterson, Amy (NIH/NHLBI) [E] < b6 


Subject: follow-up to this morning's question about remaining ACTIV funding requirements 


Francis, 
(&) G6) 
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(b) G) 


| hope this is helpful, 
David 
David Wholley 


Senior Vice-President, Research Partnerships 
Foundation for the National Institutes of Health 


rg 


11400 Rockville Pike Suite 600 North Bethesda, MD 20852 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 4/19/2021 11:07:33 PM 

To: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!] 

Subject: RE: ACTION - Additional requests from The Operation 

Hi Larry, 


(b) (S) 


The plan seems to be focused on what should happen when the next public health emergency arises, rather 
than what we discussed this morning -- how we evolve the COVID-19 crisis plan into something more 
appropriate for the next few years. But it makes lots of assumptions that we have had no role in shaping. 


As unpleasant as it will be, do we need to try to stop this train? Should you, David, Ashley, and | get on the 
phone with Kevin tomorrow and express major concerns? 


FC 


From: Tabak, Lawrence (NIH/OD) [E] < v6 

Sent: Monday, April 19, 2021 6:49 PM 

To; Collins, Francis (NIH/OD) [E] < b6 

Subject: FW: ACTION - Additional requests from The Operation 


The slide set is impenetrable . 
Do you want Ashley to engage in this? If so, for both item 1 and item 2? 


From: "Freire, Maria (FNIH) [T]" < b6 

Date: Monday, April 19, 2021 at 6:39 PM 

To: "Tabak, Lawrence (NIH/OD) [E]" < b6 

Subject: ACTION - Additional requests from The Operation 

Larry, 

I'd appreciate guidance on (b) (5) 
(b) 6) 

Thanks, M. 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 4/20/2021 12:35:32 AM 

To: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!] 

Subject: RE: ACTION - Additional requests from The Operation 


| think we need FNIH, since Kevin’s plans specifically call on ACTIV. 
Are you able to join a call at 8 AM tomorrow? If so, I'll ask if Kevin, David, and Ashley can join also. 


FC 


From: Tabak, Lawrence (NIH/OD) [E] < bé 

Sent: Monday, April 19, 2021 7:53 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Subject: Re: ACTION - Additional requests from The Operation 


Francis, 

| have no idea what the Kessler WH meeting is. The BCG plan is insane — and so | think you we should speak out to Kevin. 
Do you want to involve David, or is this an NIH discussion? 

Larry 


From: Francis Collins b6 

Date: Monday, April 19, 2021 at 7:07 PM 

To: "Tabak, Lawrence (NIH/OD) [E]" < b6 

Subject: RE: ACTION - Additional requests from The Operation 


Hi Larry, 


(b) (5) 


The plan seems to be focused on what should happen when the next public health emergency arises, rather 
than what we discussed this morning -- how we evolve the COVID-19 crisis plan into something more 
appropriate for the next few years. But it makes lots of assumptions that we have had no role in shaping. 


As unpleasant as it will be, do we need to try to stop this train? Should you, David, Ashley, and | get on the 
phone with Kevin tomorrow and express major concerns? 


FC 


From: Tabak, Lawrence (NIH/OD) [E] b6 

Sent: Monday, April 19, 2021 6:49 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Subject: FW: ACTION - Additional requests from The Operation 


The slide set is impenetrable . 
Do you want Ashley to engage in this? If so, for both item 1 and item 2? 
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From: "Freire, Maria (FNIH) [T]" b6 

Date: Monday, April 19, 2021 at 6:39 PM 

To: "Tabak, Lawrence (NIH/OD) [E]" b6 
Subject: ACTION - Additional requests from The Operation 


Larry, 
I'd appreciate guidance on (b) (5) - 
b) 6) 
Thanks, M. 
(&) 4) 


COLL0000019058 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 4/20/2021 12:58:05 AM 

To: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257-wholleyd]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras] 


cc: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabak|] 
Subject: RE: URGENT: ACTION - Additional requests from The Operation 
Thanks, Maria. (b) (5) 
FC 
From; Freire, Maria (FNIH) [T] < b6 
Sent: Monday, April 19, 2021 8:56 PM. 
To: Wholley, David (FNIH) [T] < b6 Collins, Francis (NIH/OD) [E] < b6 Parker, Ashley 
(NIH/OD) [E] < b6 
Ce: Tabak, Lawrence (NIH/OD) [E] < b6 
Subject: Re: URGENT: ACTION - Additional requests from The Operation 
| am available Francis. (b) (5) 
b) G) .M. 
From: "Wholley, David (FNIH) [T]" < b6 
Date: Monday, April 19, 2021 at 8:49:20 PM 
To: "Collins, Francis (NIH/OD) (E]" b6 >, "Parker, Ashley (NIH/OD) [E]" b6 
Ce: "Tabak, Lawrence (NIH/OD) [E]" b6 "Freire, Maria (FNIH) [T]" < b6 


Subject: RE: URGENT: ACTION - Additional requests from The Operation 


Provided we have Maria, yes. | have copied her. 


From: Collins, Francis (NIH/OD) [E] b6 

Sent: Monday, April 19, 2021 8:43 PM 

To: Parker, Ashley (NIH/OD) [E] v6 >; Wholley, David (FNIH) [T] b6 
Ce: Tabak, Lawrence (NIH/OD) [E] b6 


Subject: URGENT: ACTION - Additional requests from The Operation 


Hi David and Ashley, 
&) 6) 
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Francis 


From: Tabak, Lawrence (NIH/OD) [E] < b6 

Sent: Monday, April 19, 2021 6:49 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Subject: FW: ACTION - Additional requests from The Operation 


The slide set is impenetrable . 


From: "Freire, Maria (FNIH) [T]" < b6 

Date: Monday, April 19, 2021 at 6:39 PM 

To: "Tabak, Lawrence (NIH/OD) [E]" b6 
Subject: ACTION - Additional requests from The Operation 


Larry, 
I'd appreciate guidance or (b) (5) 
(b) (5) 
Thanks, M. 
(b) 4) 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 1/19/2021 9:34:14 PM 

To: Wolinetz, Carrie (NIH/OD) [E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd] 

Subject: RE: GISAID and data access limitations 


It would be GREAT if you would get that download! | need to follow up with Trevor and Jeremy but | will wait 
for your input. 


FC 


From: Wolinetz, Carrie (NIH/OD) [E] < b6é 
Sent: Tuesday, January 19, 2021 10:09 AM 

To: Collins, Francis (NIH/OD) [E] < b6 
Subject: FW: GISAID and data access limitations 


Hey Francis, 


Just FYI, Larry Kerr sent me a separate note about this, because OGA has apparently been doing a ton of work to solve 
this problem and there are already a lot of chefs in the kitchen. He is THRILLED you are taking the lead, he just wants to 
make sure you have all of the background on previous conversations. | offered to hop on the phone with him (probably 
with Rob Eiss) and get that download so | can share it with you. Cheers, Carrie 


From: Tabak, Lawrence (NIH/OD) [E] b6 

Sent: Tuesday, January 19, 2021 9:42 AM 

To: Jernigan, Daniel B. (CDC/DDID/NCIRD/ID) b6 Collins, Francis (NIH/OD) [E] b6 

Kerr, Lawrence (HHS/OS/OGA) b6 Wolinetz, Carrie (NIH/OD) [E] < b6 

Cc: Menetski, Joseph (FNIH) [T] b6 Brennan, Patti (NIH/NLM) [E] b6 Glass, 
Roger (NIH/FIC) [E] b6 >; Kilmarx, Peter (NIH/FIC) [E] b6 ; Eiss, Robert (NIH/FIC) 
[El < b6 >; Sherry, Steve (NIH/NLM/NCBI) [E] b6 

Subject: Re: GISAID and data access limitations 


+ Carrie 


From: “Jernigan, Daniel B. (CDC/DDID/NCIRD/ID)" < b6 
Date: Tuesday, January 19, 2021 at 7:33 AM 
To: Francis Collins b6 >, Lawrence Kerr b6 > 
Ce: "Menetski, Joseph (FNIH) [T]" b6 >, "Tabak, Lawrence (NIH/OD) [E]" 
b6 >, "Brennan, Patti (NIH/NLM) [E]" b6 >, "Glass, Roger (NIH/FIC) 
(Ey* b6 “Kilmarx, Peter (NIH/FIC) [E]" < b6 “Eiss, Robert (NIH/FIC) 
[E]" < b6 , "Sherry, Steve (NIH/NLM/NCBI) [E]" <: b6 
Subject: RE: GISAID and data access limitations 


Thanks. Adding Larry Kerr to help guide us through the complicated multilateral space, also to let us know if this global 
sequencing issues are on the agenda or being discussed at the WHO Executive Board this week. 

Thanks 

Dan. 
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Daniel B. Jernigan, MD MPH 

Director, Influenza Division 

National Center for Immunization and Respiratory Diseases 
Centers for Disease Control and Prevention 

1600 Clifton Rd NE, Atlanta, GA 30329 


Office b6é Cell b6 
v6 www.cde.gov/flu 
From: Collins, Francis (NIH/OD) [E] b6 


Sent: Monday, January 18, 2021 9:22 PM 
To: Jernigan, Daniel B. (CDC/DDID/NCIRD/ID) <d b6 


Cc: Menetski, Joseph (FNIH) [T] b6 >; Tabak, Lawrence (NIH/OD) [E] b6 > 
Brennan, Patti (NIH/NLM) [E] b6 >; Glass, Roger (NIH/FIC) [E] < v6 Kilmarx, Peter 
(NIH/FIC) [E] b6 Eiss, Robert (NIH/FIC) (E] b6 Sherry, Steve (NIH/NLM/NCBI) 
(E] b6 


Subject: RE: GISAID and data access limitations 
Hi Dan, 


Thanks for this helpful context on GISAID. Given the link you mention with OGA and State, I’m looping in my 
Fogarty International Center colleagues. 


(b) (5) 
we have a very strong humanitarian case. 
Best, Francis 
From: Jernigan, Daniel B. (CDC/DDID/NCIRD/ID) b6 
Sent: Sunday, January 17, 2021 12:56 PM 
To: Collins, Francis (NIH/OD) [E] b6 
Cc: Menetski, Joseph (FNIH) [T] b6 >; Tabak, Lawrence (NIH/OD) [E] b6 
Brennan, Patti (NIH/NLM) [E] b6 


Subject: RE: GISAID and data access limitations 


Francis, 

Also look forward to working with you on the big tasks ahead with variant viruses. Regarding GISAID, this is a 
complicated issue as you've pointed out. The database was stood up in 2008 for H5N1, but has been the primary 
repository for seasonal and novel influenza globally since that time. It is the recommended repository for influenza from 
WHO. The same was done for SARS-CoV-2. GISAID was stood up in an attempt to address significant problems that 
many nations were concerned about, including attribution of their work in subsequent publications and the use of their 
genetic sequence data in research and development. For this reason, the data use agreement reflects restrictions on 
the subsequent use of the data, and limits access to parties not agreeing to the data use agreement. Dave Wentworth 
serves on the Scientific Advisory Committee which works to improve accuracy and fidelity of the influenza sequences; 
however, that committee has not addressed the broader more fundamental issue you raise. 
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There are many aspects of GISAID that would benefit from improvement, both technical and, as you point out here, 
policy. To address changes to the existing GISAID DUA would require addressing the larger issue that many countries 
see as a protection of their work. Because of the multilateral participants in the issue, and with the strong connection to 
parts of WHO, CDC has been addressing GISAID policy issues through the HHS Office of Global Affairs and Department of 
State through Jonathon Margolis’ office. 


| agree with you that we really need a better global sequencing solution, but given the timing of transition and the thaw 
in relationships with WHO, | would recommend putting the GISAID access policy issues into the broader ongoing 
discussion of USG’s near-term strategic discussions with WHO and other global partners. To change the data use policy 
will require other nations to communicate the same message and solutions. Happy to have a further discussion if that 
would be useful. 

Thanks 

Dan 


Daniel B. Jernigan, MD MPH 

Director, Influenza Division 

National Center for Immunization and Respiratory Diseases 
Centers for Disease Control and Prevention 

1600 Clifton Rd NE, Atlanta, GA 30329 


Office b6 Cell b6 
b6 , www.cde.gov/fiu 
From: Collins, Francis (NIH/OD) [E] b6 > 


Sent: Saturday, January 16, 2021 8:44 PM 

To: Jernigan, Danie! B. (CDC/DDID/NCIRD/ID) < b6 

Cc: Menetski, Joseph (FNIH) [T] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 
Brennan, Patti (NIH/NLM) [E] b6 

Subject: GISAID and data access limitations 


Dear Dan, 


Thanks very much for the opportunity to work with you and CDC on the increasingly serious issue of mutations in SARS- 
CoV-2 that might affect the efficacy of vaccines and monoclonal antibodies. 


| wanted to ask your advice about the GISAID database. | know this was originally developed during the H5N1 influenza 
outbreak. GISAID then stepped forward in 2020 to make its capabilities available in the context of the threats from SARS- 
CoV-2. That was a good thing, but unfortunately | understand that GISAID strictly limits access to data. This will block 
some of the plans for the new NCBI database the ACTIV project is proposing, and seems like the wrong model in the 
midst of a global pandemic. 


| hope the GISAID leadership might be willing to reconsider this policy. Is this something that you have already 
approached? | would think the CDC SPHERES project would be particularly interested in encouraging open access across 
the world for this kind of data, especially with the rapid emergence of new SARS-CoV-2 variants that may have major 
significance. From the web, | see that David Wentworth of CDC is on the GISAID Scientific Advisory Committee, could he 
help make this case? 


On behalf of NIH (including NCBI/NLM and NIAID) | am flagging this as an important issue. | would like to work with CDC 
in seeking a more open approach by GISAID. | would bet that Rochelle Walensky would also support this. Can | get your 


advice on how this might be best approached? 


Thanks for your help, 
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Francis 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 4/20/2021 1:09:54 AM 

To: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257-wholleyd]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras] 

Ce: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabak|] 

Subject: RE: URGENT: ACTION - Additional requests from The Operation 

Your call, (b) (5) 

FC 

From; Freire, Maria (FNIH) [T] < b6 

Sent: Monday, April 19, 2021 9:06 PM. 

To: Collins, Francis (NIH/OD) [E] < v6 Wholley, David (FNIH) [T] < b6 Parker, Ashley 

(NIH/OD) [E] < b6 

Ce: Tabak, Lawrence (NIH/OD) [E] < b6 


Subject: Re: URGENT: ACTION - Additional requests from The Operation 


(b) 6) 


From: "Collins, Francis (NIH/OD) [E]" b6 

Date: Monday, April 19, 2021 at 8:58:06 PM 

To: "Freire, Maria (FNIH) [T]" < b6 , "Wholley, David (FNIH) [T]" b6 "Parker, Ashley 
(NIH/OD) [E]" < b6 

Ce: "Tabak, Lawrence (NIH/OD) [E]" b6 

Subject: RE: URGENT: ACTION - Additional requests from The Operation 


Thanks, Maria. (&) 6) 


FC 


From: Freire, Maria (FNIH) [T] b6 
Sent: Monday, April 19, 2021 8:56 PM 
To: Wholley, David (FNIH) [T] b6 >; Collins, Francis (NIH/OD) [E] b6 >}; Parker, Ashley 


(NIH/OD) [E] 


b6 > 


Ce: Tabak, Lawrence (NIH/OD) [E] < b6 
Subject: Re: URGENT: ACTION - Additional requests from The Operation 


lam available Francis. (b) 6) 


COLL0000019063 


From: "Wholley, David (FNIH) [T]" < bé6 
Date: Monday, April 19, 2021 at 8:49:20 PM 


To: "Collins, Francis (NIH/OD) [E]" b6 “Parker, Ashley (NIH/OD) [E]" < b6 


Ce: "Tabak, Lawrence (NIH/OD) [E]" b6 “Freire, Maria (FNIH) [T]" b6 
Subject: RE: URGENT: ACTION - Additional requests from The Operation 


Provided we have Maria, yes. | have copied her. 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Monday, April 19, 2021 8:43 PM 

To: Parker, Ashley (NIH/OD) [E] b6 Wholley, David (FNIH) [T] b6 
Ce: Tabak, Lawrence (NIH/OD) [E] b6 


Subject: URGENT: ACTION - Additional requests from The Operation 


Hi David and Ashley, 
(b) ) 


Francis 


From: Tabak, Lawrence (NIH/OD) [E] < b6 

Sent: Monday, April 19, 2021 6:49 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Subject: FW: ACTION - Additional requests from The Operation 


The slide set is impenetrable . 


From: "Freire, Maria (FNIH) [T]" b6 

Date: Monday, April 19, 2021 at 6:39 PM 

To: "Tabak, Lawrence (NIH/OD) [E]" < b6 
Subject: ACTION - Additional requests from The Operation 


Larry, 


I'd appreciate guidance on (b) (5) 
(6) G) 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 4/20/2021 8:26:23 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

ce Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras] 

Subject: RE: 04.28.21 ACTIV EC and Leadership Team Meeting Agenda _20210420.pptx 


Flag: Follow up 


Agenda looks OK, glad that there will be a demo of the TRACE database. Given the concern about not starting 
rumors, | think Doug’s approach to vaccines in pregnancy is probably the right way to go — unless there's a 
preprint from Elovitz before that. 


Fe 

From: Wholley, David (FNIH) [T] < b6 

Sent: Tuesday, April 20, 2021 4:02 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Tabak, Lawrence (NIH/OD) [E] < b6 Parker, Ashley (NIH/OD) [E] < b6 


Subject: 04.28.21 ACTIV EC and Leadership Team Meeting_Agenda _20210420.pptx 


Hi Francis: 

Here is the proposed agenda for our next LT meeting on the 28" (Wednesday of next week). | believe we have a pre-call 
this Friday. N.B., Doug Lowy would like the Vaccines WG to talk about the topic of use of vaccines in pregnancy, but just 
to summarize the preliminary preclinical data and real-world evidence (current and forthcoming) that they have 
discussed to date in their meetings, rather than discussing the specific situation they've been discussing. Please let me 
know what you think, 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 1/14/2021 2:35:17 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

ce Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f4 1d84-freiremc] 


Subject: RE: wanted to be sure you saw this 


OK, I’m with you, let’s go ahead. 


FC 

From: Wholley, David (FNIH) [T] < b6 
Sent: Wednesday, January 13, 2021 8:26 PM 
To: Collins, Francis (NIH/OD) [E] < b6 
Ce: Freire, Maria (FNIH) [T] < b6 


Subject: RE: wanted to be sure you saw this 


Hi Francis, 
It is the first | have heard of 
(b) (5) 


(b) G) 


| can’t guarantee they will all show up, and it is ultimately up to you, of course, but that is my 2 cents. Please let me 


know what you’d like to do. 


David 

From: Collins, Francis (NIH/OD) [E] b6 
Sent: Wednesday, January 13, 2021 5:21PM 
To; Wholley, David (FNIH) [T] b6 


Subject: wanted to be sure you saw this 


With Stoffels not able to join the LT tomorrow, should we consider postponing? 


From: Collins, Francis (NIH/OD) [E] 
Sent: Wednesday, January 13, 2021 1:39 PM 


To: Menetski, Joseph (FNIH) [T] < b6 Wholley, David (FNIH) [T] < 


Cc: Tabak, Lawrence (NIH/OD) [E] b6 
Subject: FW: virus variants and Stoffels 


Hi Joe and David, 


See note below from Janet. 


) 6) 
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Another note from Paul Stoffels — he will be on a plane tomorrow (first visit to the US since March) and will 
miss the LT. This is really unfortunate — no Stoffels and no Dolsten. Should we consider rescheduling? 


FC 

From: Woodcock, Janet < b6 > 
Sent: Wednesday, January 13, 2021 1:16 PM 

To: Collins, Francis (NIH/OD) [E] b6 


Subject: virus variants 


Francis | saw the proposal you made for ACTIV on this issue. Unfortunately, I'll not be able to be at all the exec comm 
meeting tomorrow. 


As you probably know, OWS/therapeutics research group that includes NIAID folk are doing pseudovirus variant neut 
testing in CBER labs. Most of the MoAb sponsors have agreed to participate. The global circulating variants are being 
given priority. 


We are also funding live virus testing for leading variants, that will start as soon as they get the virus. 


CDER/FDA is interested in a having a strategy in case variants start to predominate, both for AB development and | don’t 
know about vaccines, haven’t talked to Peter. They think a public meeting should be help on this at some point. 


I'll try to come to as much of the exec comm as possible. Are you going to raise these issues here? jw 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 1/19/2021 9:59:50 PM 
To: Hudson, Thomas J [ b6 
cc: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Marston, Hilary 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab30660917b942ffba9ae95d631116f3-marstonhd]) 

Subject: RE: Results from HEVER Survey on pandemic preparedness (post-Covid-19) 


Hi Tom, 


Thanks for your presentation at Hever today, and for this follow up message. The incoming administration is 
very high on encouraging a major push on antivirals, particularly small molecules. I’m aware of some efforts 
already going forward in the private sector, and it would be really good to have a full view of the 

landscape. Might it be of interest to convene a virtual workshop in a month or two? We wouldn’t try to 
replay the November 6 antiviral summit meeting, but seek to get a description of what actual projects are 
underway and what needs are most pressing. 


Francis 

From: Hudson, Thomas J < b6 

Sent: Tuesday, January 19, 2021 12:56 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Wholley, David (FNIH) [T] < b6 Marston, Hilary (NIH/NIAID) [E] < b6 


Subject: RE: Results from HEVER Survey on pandemic preparedness (post-Covid-19) 
Francis, 


It was good to hear that there is growing government support for more small molecule and antibody-based anti-virals. 
It’s important that we establish a solid core of critical organizations. | must say that its hard to move from principles to 
concrete actions without a core of dedicated individuals with experience launching entities. 


While vaccines and repurposing existing drugs were a priority, some entities launched discovery programs in mid-2020 
and progress has happened. Rate limiting now is access to in vitro and in vivo infectious models. Capacity needs to be 
increased to support multiple needs (variants, new antivirals, etc.). 


As | mentioned on the HEVER call, | had a conversation with ESL last November. | wanted to validate with him the 
consortium model that | have been advocating. ESL seemed to support the concept of a consortium that fosters a 
diversity groups and innovative approaches as opposed to a more top-down model. We discussed the importance of 
large-scale investments that could involve multiple stakeholders. 


Tom 


THOMAS HUDSON 
Senior Vice-President, R&D 
Chief Scientific Officer 


J 
AbbVie, North Chicago 
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4 North Waukegan Rd 
Building AP34-3SW 
N Chicago, IL 60064 


TEL (OFFICE) bé 
EMAIL b6 
abbvie.com 


This communication may contain information that is proprietary, confidential, or exempt from disclosure. If you are not the intended recipient, please note 
that any other dissemination, distribution, use or copying of this communication is strictly prohibited. Anyone who receives this message in error should 
notify the sender immediately by telephone or by return e-mail and delete it from his or her computer. 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Monday, October 5, 2020 6:18 PM 

To: Hudson, Thomas J < b6 

Cc: Wholley, David (FNIH) [T] < b6 Marston, Hilary (NIH/NIAID) [E] < b6 
Subject: [EXTERNAL] RE: Results from HEVER Survey on pandemic preparedness (post-Covid-19) 


HiTom, 
| discussed the opportunity with David Wholley, Maria Freire, and Tony Fauci — and we all agree that Hilary 
Marston of NIAID would be the right person to represent NIH. I’m ccing her so you can capture her e-mail 


address, 


Best, Francis 


From: Hudson, Thomas J < b6 
Sent: Saturday, October 3, 2020 3:03 PM 

To: Collins, Francis (NIH/OD) [E] < b6 
Cc: Wholley, David (FNIH) [T] < b6 


Subject: RE: Results from HEVER Survey on pandemic preparedness (post-Covid-19) 

Francis, 

| have more material but its rather generic. Jay Bradner and | wanted to first verify that FNIH, ACTIV or other major 
player did not have a workstream ramping up already. Given your message, | will convene a call with HEVER groups that 
have expressed interest in the consortium concept. | would appreciate it if you nominated someone, with the 


understanding that we are not asking any commitment at this very early stage. 


Tom 


THOMAS HUDSON 
Senior Vice-President, R&D 
Chief Scientific Officer 


| 
AbbVie, North Chicago 
14 North Waukegan Rd 
R473, Building AP9-1 
N Chicago, IL 60064 
TEL (OFFICE) b6 
EMAIL bé 
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This communication may contain information that is proprietary, confidential, or exempt from disclosure. if you are not the intended recipient, please note 
that any other dissemination, distribution, use or copying of this communication is strictly prohibited. Anyone who receives this message in error should 
notify the sender immediately by telephone or by return e-mail and delete it from his or her computer. 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Saturday, October 3, 2020 1:42 PM 

To: Hudson, Thomas J < b6 

Ce: Wholley, David (FNIH) [T] < b6 

Subject: [EXTERNAL] RE: Results from HEVER Survey on pandemic preparedness (post-Covid-19) 


Hi Tom, 

Sincere apologies for the delay — the level of chaos here has escalated in the last few days. 

| spoke with the FNIH/ACTIV team and my NIH colleagues about the two Hever proposals. The NewCo idea is 
intriguing but NIH would not see a role for us in that one. The consortium that you proposed might be 
something we could take part in — but we’d need to have better idea of the structure, timing, and expected 


commitment. Is there something more available for us to look at, beyond the brief presentation at Hever? 


Best, Francis 


From: Hudson, Thomas J < b6 
Sent: Friday, October 2, 2020 5:40 PM 

To: Collins, Francis (NIH/OD) [E] <coll b6 
Cc: Wholley, David (FNIH) [T] < b6 


Subject: RE: Results from HEVER Survey on pandemic preparedness (post-Covid-19) 


Francis: | am sure that you are kept busy by COVID impact in DC so | hesitated about sending a reminder. | am doing so 
now because Trevor Jones asked whether we provide a proposal for pandemic preparedness to industry CEOs 
(BCR/IFPMA) on Nov 30/Dec 1. It’s my impression that we may not have concrete proposals by then but it may be good 
to build interest in high level concepts. Please let me know what you think. 


Tom 


THOMAS HUDSON 
Senior Vice-President, R&D 
Chief Scientific Officer 

ee 

| 

AbbVie, North Chicago 
41 North Waukegan Rd 
R473, Building AP9-1 
N Chicago, IL 60064 


TEL (OFFICE) b6 
EMAIL b6 
abbvie.com 
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This communication may contain information that is proprietary, confidential, or exempt from disclosure. if you are not the intended recipient, please note 
that any other dissemination, distrizution, use or copying of this communication is strictly prohibited. Anyone who receives this message in error should 
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From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Tuesday, September 29, 2020 4:58 AM 

To: Hudson, Thomas J < b6 

Ce: Wholley, David (FNIH) [T] < b6 

Subject: [EXTERNAL] RE: Results from HEVER Survey on pandemic preparedness (post-Covid-19) 


Thanks, Tom — let me discuss with the team here, and I'll get back to you in a day or two. 


Best, Francis 


From: Hudson, Thomas J < b6 

Sent: Monday, September 28, 2020 1:45 PM 

To: Collins, Francis (NIH/OD) [E] <coll b6 Wholley, David (FNIH) [T] < b6 
Cc: Hudson, Thomas J < v6 

Subject: Results from HEVER Survey on pandemic preparedness (post-Covid-19) 


Dear Francis, 


You will recall that following the last HEVER call, company representatives were asked to indicate their interest in the 
two models that were presented to members regarding pandemic preparedness (beyond COVID-19). | presented the 
“Information and Platform Sharing Consortium” and Andy Plump presented the "Pandemic NewCo". Trevor sent us the 
replies from companies (see attached). As you can see, 9 companies are interested in the Consortium and 7 in the 
NewCo. | also received messages from other organizations (Evotec, Gates, etc.). 


Trevor asked both Andy and | to reach out to interested parties to further define the options and bring back to the next 
Hever call planned in early November. 


You may remember saying that the Consortium proposal mimics an AMP. | also heard you say that on the ACTIV call last 
Wednesday that FNIH is thinking of organizing a workshop on pandemic preparedness. 


Before | reach out to other companies and other organizations such as CARE/IMI, | would like hear from you how you 
would like to proceed in regards to coordination. | would not want to catalyze a working group just with company 
representatives. | also do not want to initiate an effort if this is already underway by credible players such as FNIH. 
Finally —| think that a pandemic preparedness initiative will work best if it leverages the research structures, processes 
and capabilities that were launched by ACTIV. 

| know that you are very busy. It would be fine for me to initiate discussions with David. 


Please advise, 


Tom 


THOMAS HUDSON 
Senior Vice-President, R&D 
Chief Scientific Officer 


EE 
AbbVie, North Chicago 
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From: Hudson, Thomas J 

Sent: Friday, September 25, 2020 9:52 AM 

To: Plump, Andrew < b6 Harriet Keane <Harriet b6 
Ce: Edd Fleming <edd_ b6 

Subject: FW: [EXTERNAL] Fwd; Results from Hever Survey 


Andy, Harriet and Edd, 
This is the first of two messages received from Trevor this morning. | will provide comments on the second message. 


Tom 


THOMAS HUDSON 
Senior Vice-President, R&D 
Chief Scientific Officer 


AbbVie, North Chicago 
1 North Waukegan Rd 
R473, Building AP9-1 

N Chicago, IL 60064 


TEL (OFFICE) b6 
EMAIL b6 
abbvie.com 


This communication may contain information that is proprietary, confidential, or exempt from disclosure. If you are not the intended recipient, please note 
that any other dissemination, cistribution, use or copying of this communication is strictly prohibited Anyone who recaives this message in error should 
notify the sender immediately by telephone or by return e-mail and delete it from his orher computer 


From: Prof Trevor M Jones CBE FMedSci < b6 
Sent: Friday, September 25, 2020 2:13 AM 

To: Hudson, Thomas J < b6 

Cc: b6 Geoff Frew < b6 


Subject: [EXTERNAL] Fwd: Results from Hever Survey 


Tom 


Re your note 


Please see this note that I sent to Mikael earlier this week 
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(I was waiting for his response before sending it to you and to Andy ...and I have sent a reminder) 


Hopefully, we can "push the buttons” on the next steps later today 


Do you have a view on the "One meeting or two" issue 


Best regards 


Trevor 


see Original Message ------ 

From: "Jill Payne" < b6 

To:"" b6 < b6 q b6 

< b6 

Ce: "Trevor Jones CBE" < b6 "Geoff Frew" < v6 
Sent: Wednesday, 23 Sep, 20 At 12:18 

Subject: Results from Hever Survey 


Dear b6 

Geoff, Jill and | have now analysed the responses to the recent Polls on 
1. Establishing an “Information and Platform Sharing Consortium” (as outlined by Tom Hudson ) 
2. Establishing a “Pandemic NewCo” (as outlined by Andy Plump) 
3. Arranging further Hever Group VOVID-19 meetings 


Please find the results attached. 


You will see that there is sufficient interest in proposals 1. and 2. to move to the next step of calling the interested 
parties together for more detailed discussions. 


This could be two separate meetings (arranged by Tom and by Andy) or (in view of the desire of some companies to 
participate in both) one meeting (arranged, say, by Andy) 


Although it is disappointing that some of the leading COVID-19/Virology/Vaccine players have not expressed an interest 
in pursuing either of these initiatives, it might be worth inviting them to participate in the “next step” meeting(s)? 


(Obviously, once these Consortia are established it may well be that those companies will reconsider!) 


COLLO0000019067 


Concerning a further Hever Group COVID-19 meeting, you will see that there is a sufficient interest in a meeting covering 
Vaccines and Antivirals. 


We propose, therefore to arrange a teleconference in early November 2020 ...say, in the first week... and would be 
grateful if you would let us know your preferred dates/times. (We can agree an Agenda nearer the date) 


Your comments on these items would be most welcome 
Best regards 
Trevor 


Kind regards 


Jill Payne 

On behalf of Hever 
Email: b6 
Cell: b6 


This email and the information it contains, is for the sole use of the address(s) only and may contain privileged or confidential information. 
Unauthorised use, disclosure, copying or transferring by any means is strictly prohibited. If you are not the addressee and are in possession of this 
e-mail, please delete it from your system(s) and notify us immediately. Under the Data Protection Act (1998) we draw your attention to the fact 
that distributing, publishing or reproducing e-mails that have been inadvertently received is strictly prohibited. The sender stakes no responsibility 
for any errors and error omissions. Copyright 2020 Europharm Management Education Ltd — All Rights Reserved 


Prof Trevor M Jones CBE FMedSci 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 4/20/2021 12:42:34 AM 

To: Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257-wholleyd] 


ce: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!] 
Subject: URGENT: ACTION - Additional requests from The Operation 


Attachments: 210419 - Tx Lessons Learned Initiative - WG Leads Check-in_vShareUpd.pptx 


Hi David and Ashley, 


This is now getting completely out of control, and there is even mention of a presentation by Dr. Kessler to the 
White House. Yikes! 


| think we need to speak with Kevin Bugin right away and let him know that NIH and FNIH are NOT on board 
with this BCG plan. Larry and | are available tomorrow at 8 AM for a call or a Zoom — are you? 


Francis 


From: Tabak, Lawrence (NIH/OD) [E] < b6 

Sent: Monday, April 19, 2021 6:49 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Subject: FW: ACTION - Additional requests from The Operation 


The slide set is impenetrable . 


From: "Freire, Maria (FNIH) [T]" b6 

Date: Monday, April 19, 2021 at 6:39 PM 

To: "Tabak, Lawrence (NIH/OD) [E]" b6 > 
Subject: ACTION - Additional requests from The Operation 
Larry, 


I'd appreciate guidance on (b) (5) 
) 6) 


Thanks, M. 
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From: 
Sent: 
To: 
Subject: 


Location: 


Start: 
End: 


Recurrence: 


Collins, Francis (NIH/OD) (E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E1CA313F44CED9938E50D2FFOB6C2-COLLINSF] 
9/25/2020 5:41:34 PM 

Melencio, Cheryl (NIH) [T] [/0=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=279E14FA7428415BB86087D08B628E6F-MELENCIOC] 


Accepted: ACTIV Leadership Call #10 
https://fnih.zoom. b6 


11/19/2020 5:00:00 PM 
11/19/2020 6:00:00 PM 


(none) 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 4/20/2021 1:02:10 AM 

To: Bugin, Kevin (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d4e98409d40a4a9880bfb9f70948 1e7c-BUGINK.fda] 

ce Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras) 

Subject: TIME SENSITIVE: Need to speak about future plans 

Attachments: 210419 - Tx Lessons Learned Initiative - WG Leads Check-in_vShareUpd.pptx 


Hi Kevin, 


| heard indirectly through David Wholley that there is a set of ppts that need to be reviewed and approved by 
Wednesday, and that might be used for some sort of presentation to the White House by David Kessler. | assume the 
attached ppt file is what is being discussed. 


Kevin, | am getting increasingly concerned about the path being travelled by these plans. While there have been some 
NIH reps taking part in your process, and no doubt they could have done a better job of informing the rest of us, | am 
mostly in the dark about where this is going — as are Larry Tabak, David Wholley, and Maria Freire. We were all 
appreciative of your presentation to the War Room last Wednesday, but the time was too short to clarify a lot of the 
areas of confusion. 


Could you be available for a 45-minute call or Zoom with me and the folks in the cc line tomorrow at 8 AM? 


Thanks, Francis 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 4/7/2021 11:08:42 PM 

To: Embry, Alan (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=882a18a10a134c49acac2 1cb83fd599d-embryal; Parker, Ashley (NIH/OD) {E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; George, Jill (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f90bffb4b3a2464382adc29b127aed4e-georgejil]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd875f067964885 9e1cf101c0943414-adamsj4]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane] 

cc: Wolinetz, Carrie (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd]; Tabak, Lawrence 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!] 

Subject: RE: URGENT: Need to Brief Secretary on COVID Therapeutics work TOMORROW! 

Attachments: Becerra COVID Therapeutics_040821.pptx 


Hi all, 

Many thanks for providing ideas and slides for this Becerra presentation on extremely short notice! | have 
sampled from all of your inputs. Attached is a draft of the deck that | plan to use. Not counting the cover 
slide, it’s 13 slides — which will be tight for 20 minutes with discussion, but | can skip quickly through some of 


them. 


\'d appreciate hearing about any major concerns with this plan. | will also share them with Tony Fauci later 
this evening. 


Francis 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 9/29/2020 1:09:34 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

ce Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane] 

Subject: RE: Quick Check on Brazil Note 


Send Dr. Hochman the worldometer data https://www.worldometers.info/coronavirus/country/brazil/. Cases 
are coming down but still at 521,000. Perhaps her country leader is just looking in a few places where things 
aren’t so bad? 


FC 

From: Wholley, David (FNIH) [T] < b6 

Sent: Monday, September 28, 2020 8:57 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Freire, Maria (FNIH) [T] < b6 Lane, Cliff (NIH/NIAID) [E] < b6 


Subject: FW: Quick Check on Brazil Note 


What would you like us to do? 


From: Adam, Stacey (FNIH) [T] < b6 
Sent: Monday, September 28, 2020 8:07 PM 
To: Wholley, David (FNIH) [T] < b6 


Subject: FW: Quick Check on Brazil Note 
Hi David, 
FYI. 


Thanks, 
Stacey 


Stacey J. Adam. PhD 
irector, Cancer 

Partnerships 

Direct: { b6 Mobi 


From: Hochman, Judith < v6 

Sent: Monday, September 28, 2020 8:01 PM 

To: Adam, Stacey (FNIH) [T] < b6 

Ce: Kindzelski, Andrei (NIH/NHLBI) [E] b6 
Subject: Re: Quick Check on Brazil Note 


It was from my Country Leader in Brazil who runs the ARO Brazil Clinical Research Institute (BCRI). 
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Judith S. Hochman, MD 

Harold Snyder Family Professor & Associate Director of Cardiology 
Senior Associate Dean for Clinical Sciences 

Co-Director, NYU-HHC Clinical and Translational Science Institute 
NYU School of Medicine 


NYU Langone Health 
530 First Avenue, Skirball 9R 
New York, NY 10016 


Te b6 
M: b6 
v6 


From: Stacey Adam < b6 

Date: Monday, September 28, 2020 at 10:31 AM 
To: "Hochman, Judith" < b6 

Cc: Andrei Kindzelski < b6 

Subject: Quick Check on Brazil Note 


[EXTERNAL] 


Hi Judy, 


| wanted to follow up on a comment you made in the meeting on Friday for the ACTIV Cross Trial discussions. You had 
mentioned that the activity in Brazil was decreasing, was that information directly from you sites down there? Of from 


some epi modeling? 


We are just trying to figure out if this has broader implications for the other trials as well. 


sships 
Foundation for the National Institutes of Health 
b6 Mobile: b6 


11400 Rockville Pike, Suite 600, North Bethesda, MD 20852 


Donate to the FNTH’s Pandemic Response Fund to combat COVID-19: 


h.org/pandemic 


FNIH RANDEMIC 
RESPONSE FUND 
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This email message, including any attachments, is for the sole use of the intended recipient(s) and may contain 
information that is proprietary, confidential, and exempt from disclosure under applicable law. Any 
unauthorized review, use, disclosure, or distribution is prohibited. If you have received this email in error please 
notify the sender by return email and delete the original message. Please note, the recipient should check this 
email and any attachments for the presence of viruses. The organization accepts no liability for any damage 
caused by any virus transmitted by this email. 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 9/27/2020 11:42:54 PM 

To: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854¢83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257-wholleyd]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Austin, Christopher 
(INIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabce42247548e596778304f781f-austinc]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Parker, Ashley 
(INIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras] 

Subject: FW: OWS Board Slides 

Attachments: 2020-09-25 OWS board briefing Vx Tx overview Final.odf 


FYI, confidential as usual. 


From: Morris, Katy (HHS/IOS) < b6 

Sent: Sunday, September 27, 2020 7:16 PM 

Subject: OWS Board Slides 

All, 

| hope you had a great weekend! Please see attached for OWS Board Slides. 
Thank you, 

Katy Covey Morris 


Deputy Scheduler 
The Department of Health and Human Services 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 9/29/2020 9:41:07 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 

Subject: RE: Questions from this morning's war room 


Thanks for all these follow ups 


From: Wholley, David (FNIH) [T] < b6 

Sent: Monday, September 28, 2020 12:26 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 Lane, 
Cliff (NIH/NIAID) [E] < b6 Freire, Maria (FNIH) [T] < v6 Austin, Christopher 
(NIH/NCATS) [E] < b6 Parker, Ashley (NIH/OD) [E] < b6 Anderson, James 
(NIH/OD) [E] < b6 


Subject: Questions from this morning's war room 


Francis et. al: 

1) Brazil sites for ACTIV 4a trial— as you can see from the attached, we are guessing that Judy Kochman may have 
heard this from her site leads in Brazil, but are unable to confirm until (b) (6) ', 
presumably tomorrow. 

2) (b) @). () (5) 

(b) (4). (b) (5) We will make sure this gets 
brought up anew on the next discussion, which | think the team is shooting for sometime this week. 
David 
From: Patterson, Amy (NIH/NHLBI) [E] b6 
Sent: Monday, September 28, 2020 12:04 PM 
To: Wholley, David (FNIH) [T] b6 > 
Ce: Adam, Stacey (FNIH) [T] b6 


Subject: RE: Brazil sites for ACTIV 4a trial 


Hi David, 

Thanks for your query. Our source of information has been Judy — and you have accurately reflected the information 
that she has shared. 

Amy 
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From: Wholley, David (FNIH) [T] b6 
Sent: Monday, September 28, 2020 11:57 AM 
To: Patterson, Amy (NIH/NHLBI) [E] by 

Cc: Adam, Stacey (FNIH) [T] < b6 
Subject: Brazil sites for ACTIV 4a trial 


Hi Amy— 

On our ACTIV Cross-Trial coordination meeting on Friday afternoon, Judy Kochman reported that ACTIV 4a “has lost 
approximately 40 identified sites in Brazeil, where the virus is now well controlled and few patients test positive.” When 
| reported this to Francis Collins and others (Cliff Lane, Maria Freire most notably) on our ACTIV war room call this 
morning, this was met with some degree of incredulity and of course great concern. | was asked to check on the source 
of this information—some news reports have Brazil as among the most heavily infected countries in the world for 
COVID-19. We went to check with (b) (6) *, We can always ask again 
tomorrow, but would you happen to have any immediate knowledge or perspective on this? If true, it has implications 
for all COVID-19 vaccines and therapeutics trials... 


Thanks, David 
David Wholley 
nior Vice-President, Research Partnerships 
Foundation for the National Institutes of Health 
b6 
fnih.org, 
11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


In 2019, the FNIH earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organization that exceeds industry standards. 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 9/29/2020 9:39:17 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabakl]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabce42247548e5967 78304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 

Subject: RE: Summary from ACTIV-2/-3 Trial Oversight Committee Meeting 09/23/2020 


Thanks. Janet’s note on this thread reflects a lot of the same concerns that | have. 


FC. 

From: Wholley, David (FNIH) [T] < b6 

Sent: Monday, September 28, 2020 8:46 AM 

To; Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 Lane, 
Cliff (NIH/NIAID) [E] < b6 Freire, Maria (FNIH) [T] < v6 Austin, Christopher 
(NIH/NCATS) [E] < b6 Parker, Ashley (NIH/OD) [E] < b6 Anderson, James 
(NIH/OD) [E] < b6 


Subject: FW: Summary from ACTIV-2/-3 Trial Oversight Committee Meeting 09/23/2020 


Also as requested. Let me know if you need follow-up on any of these points. 


From: Woodcock, Janet < b6 

Sent: Sunday, September 27, 2020 3:34 PM 

To: Davey Smith < b6 Bozzette, Sam (NIH/NCATS) [E] < b6 Teyhen, 
Deydre (HHS/IOS) < b6 Adam, Stacey (FNIH) [T] < v6 Marks, Gilbert 
(OS/ASPR/BARDA) (CTR) < b6 Read, Sarah (NIH/NIAID) [E] < v6 Lane, Cliff 
(NIH/NIAID) [E] < b6 Erbelding, Emily (NIH/NIAID) [E] < b6 Eakin, Ann 
(NIH/NIAID) [E] < b6 Erica Ollmann Saphire < b6 Stein, Peter (FDA/CDER) 

< b6 Judy Currier < b6 Kim, Peter (NIH/NIAID) [E] 

< b6 b6 b6 Higgs, Elizabeth (NIH/NIAID) [E] 

< b6 Kiley, James (NIH/NHLBI) [E] < b6 Goff, David (NIH/NHLBI) [E] 

< b6 Kara Chew < b6 

Ce: Leyva, Jessica M. [Infectious Diseases] < b6 Chen, Helen Q. < b6 

Wholley, David (FNIH) [T] < b6 Bugin, Kevin (FDA/CDER) < b6 Carver, Trea 
(NIH) [C] < b6 Reich, Colleen < b6 Lisbeth Jorgensen 

< b6 Rose Li Central Account < b6 Dana Carluccio 

< b6 Elsaid, Olivia < b6 Church, Elizabeth (NIH/NIAID) [E] 

< b6 Erhardt, William (HHS/IOS) < b6 Harrigan, Rachel (HHS/IOS) 
< b6 


Subject: RE: Summary from ACTIV-2/-3 Trial Oversight Committee Meeting 09/23/2020 
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Thanks, very thoughtful. jw 


From: Smith, David < b6 
Sent: Sunday, September 27, 2020 2:31 PM 
To: Bozzette, Sam A (NIH) < b6 Teyhen, Deydre (OS) < v6 Woodcock, Janet 
< b6 Adam, Stacey J (NIH) < b6 Marks, Gilbert L (OS) 
< b6 Read, Sarah W (NIH) < b6 Lane, Henry C(NIH)< b6 
Erbelding, Emily J (NIH) < b6 Eakin, Ann E (NIH) < b6 Erica Ollmann Saphire 
< b6 Stein, Peter <Pet b6 Currier, Judith, M.D. < b6 Kim, Peter 
S (NIH) < b6 b6 v6 Higgs, Elizabeth S (NIH) 
< b6 Kiley, James P (NIH) < b6 Goff, David C (NIH) < b6 
b6 
Cc; Leyva, Jessica M. [Infectious Diseases] < b6 Chen, Helen Q. < bé 
Wholley, David N (NIH) < b6é Bugin, Kevin < b6 Carver-Roberts, Trea R (NIH) 
< bé Reich, Colleen < b6 Lisbeth Jorgensen 
< b6 Rose Li Central Account < b6 Dana Carluccio 
< b6 Elsaid, Olivia < b6 Church, Elizabeth S (NIH) 
< b6 Erhardt, William (HHS/IOS) < b6 Harrigan, Rachel (OS) 
< v6 


Subject: Re: Summary from ACTIV-2/-3 Trial Oversight Committee Meeting 09/23/2020 


Hello Team 
In preparation for our call | wanted to circulate some of my thoughts on this matter. 
Issues 


* There is no other treatment close for early COVID-19 
« Untreated people often have persistent symptoms after untreated COVID-19, like chronic 
inflammation, fatigue, myalgia, loss of smell and taste, etc. 
« Untreated people can spread within the community. 
* Predictors of who will get seriously ill are imprecise and very general. 
co Younger people and those without co-morbidities can become seriously ill 


Pros 
The ©® agent: 


« Was safe in a dose range finding study 
e showed virological response 
o Need standardized virology 
« showed benefit to keep people out of the hospital and ER 
o The actual benefit may be smaller or larger in a well-powered study 
e Multiple MAb in development — competitive environment — may impact cost and availability 
© innovation will allow for more convenient administration for agents that demonstrate activity 
e Lack of other promising agents that do not need infusion. 
° (b) (5) 


° 


Cons 
The agent: 


« Requires infusion 
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co | think this is mainly a problem in a clinical trial. |n the real world an infusion nurse can be sent 
to a person’s home or patients can receive an infusion in the ER. 

co For example, it does not look like convalescent plasma is having a problem administering 
plasma in the ER. 

co Innovation of administration is likely in a competitive environment 


Adjustments 


e Focus only on older people with co-morbidities. 
o I think the benefit of early treatment extends beyond hospitalization and death but it is a 
convenient endpoint. If the agent was approved off such a trial, would it only be used in that 
population? 


| wanted to share with you our draft of the letter to go to the DSMB for the dose change; see attached. 
Talk to you soon. 
davey 


Davey Smith, MD, MAS 

Head | Division of Infectious Diseases and Global Public Health 
Professor | Department of Medicine 

Co-Director | San Diego Center for AIDS Research (CFAR) 
Florence Riford Seeley Chair | AIDS Research 

University of California San Diego | b6 

Pronouns: he, him, his 


Administrative Contact: 


Colleen Reich | b6 J 
9500 Gilman Drive, La Jolla, CA 92093-0679 
Pi b6 Fs 


If your research has been supported by the San Diego CFAR, please be sure to acknowledge that support in your 
resulting publications and presentations (Al036214). More on acknowledging CFAR support may be found 
at https://cfar.ucsd.edu/en/cite-the-cfar/. 


From: Bozzette, Sam (NIH/NCATS) [E] < b6 

Sent: Saturday, September 26, 2020 2:36 PM 

To; Teyhen, Deydre (HHS/IOS) < b6 Woodcock, Janet (FDA/CDER) 

< b6 Adam, Stacey (FNIH) [T] < b6 Marks, Gilbert (OS/ASPR/BARDA) (CTR) 
< b6 Read, Sarah (NIH/NIAID) [E] < b6 Lane, Cliff (NIH/NIAID) [E] 

4 b6 Erbelding, Emily (NIH/NIAID) [E] < b6 Eakin, Ann (NIH/NIAID) [E] 

< b6 Erica Ollmann Saphire < b6 Stein, Peter (FDA/CDER) < b6 

Currier, Judith, M.D. < b6 Smith, David < b6 b6 

< b6 b6 < b6 b6 

< b6 Higgs, Elizabeth (NIH/NIAID) [E] < b6 Kiley, James (NIH/NHLBI) [E] 
< b6 Goff, David (NIH/NHLBI) [E] < v6 

Cc: Leyva, Jessica M. [Infectious Diseases] < b6 Chen, Helen Q. < b6 

Wholley, David (FNIH) [T] < b6 Bugin, Kevin (FDA/CDER) < b6 Carver, Trea 
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(NIH) [C] < b6 Reich, Colleen <cjreich@health.ucsd.edu>; Lisbeth Jorgensen 


< b6 Rose Li Central Account < b6 Dana Carluccio 

< b6 Elsaid, Olivia < b6 Church, Elizabeth (NIH/NIAID) [E] 
< b6 Erhardt, William (HHS/IOS) < b6 Harrigan, Rachel (HHS/IOS) 
< v6 


Subject: Re: Summary from ACTIV-2/-3 Trial Oversight Committee Meeting 09/23/2020 


Yes 

From: b6 (HHS/IOS)" < b6 

Date: Saturday, September 26, 2020 at 1:48:43 PM 

To: "Bozzette, Sam (NIH/NCATS) [E]" < b6 "Woodcock, Janet (FDA/CDER)" 

< v6 “Adam, Stacey (FNIH) [T]" < b6 “Marks, Gilbert (OS/ASPR/BARDA) 
(CTR)" < b6 “Read, Sarah (NIH/NIAID) [E]" <readsa@niaid.nih.gov>, "Lane, Cliff (NIH/NIAID) [E]" 

< b6 “Erbelding, Emily (NIH/NIAID) [E]" < b6 "Eakin, Ann (NIH/NIAID) [E]" 

< b6 "Erica Ollmann Saphire" < bé6 "Stein, Peter (FDA/CDER)" < b6 

"Judy Currier" < b6 “Davey Smith" < b6 "Kim, Peter (NIH/NIAID) [E]" 
< b6 4 b6 < b6 i b6 

< b6 "Higgs, Elizabeth (NIH/NIAID) [E]" < b6 "Kiley, James (NIH/NHLBI) (E]" 
< b6 "Goff, David (NIH/NHLBI) [E]" < b6 

Ce: "Leyva, Jessica M. [Infectious Diseases]" < bé "Chen, Helen Q." < b6 

“Wholley, David (FNIH) [T]" < v6 “Bugin, Kevin (FDA/CDER)" < b6 "Carver, Trea 
(NIH) [C]" < b6 “Reich, Colleen" < b6 “Lisbeth Jorgensen" 

< b6 “Rose Li Central Account" < b6 "Dana Carluccio" 

< b6 “Elsaid, Olivia" < b6 "Church, Elizabeth (NIH/NIAID) [E]" 

< be "Erhardt, William (HHS/IOS)" < b6 “Harrigan, Rachel (HHS/IOS)" 

< b6 


Subject: RE: Summary from ACTIV-2/-3 Trial Oversight Committee Meeting 09/23/2020 
Sam, 
In regards to your comment below, would focusing on those coming to an emergency room due to COVID symptoms 


that would below the threshold for hospitalization — or — those with multiple risk factors for severe disease address your 
concerns outlined below? 


STAY FIT! 

COL Deydre Teyhen 

COL Deydre S. Teyhen, DPT, PhD {Operation Warp Speed} Office: b6 | Cellular: b6 | HHS E- 
mail: b6 | DoD E-mail: b6 | 


Do not forward this message without the authorization of the sender. The information contained in this e-mail and any 
accompanying attachments may contain Freedom of Information Act / Privacy Act protected information, inciuding pre-decisional 
and/or proprietary information. Sharing this information without permission could violate U.S. criminal lew. Ifyou are not the 
intended recipient of this information, any disclosure, copying, distribution, or the taking of any action in reliance of this information 
is strictly prohibited. tf you received this email in error, please notify this office immediately by return e-mail so that appropriate 
corrective action can be taken. 


From: Bozzette, Sam (NIH/NCATS) [E] < b6 
Sent: Saturday, September 26, 2020 11:21 AM 
To: Woodcock, Janet (FDA/CDER) < b6 Adam, Stacey (FNIH) [T] < b6 Marks, 
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Gilbert (OS/ASPR/BARDA) (CTR) < b6 Read, Sarah (NIH/NIAID) [E] < b6 Lane, 


Cliff (NIH/NIAID) [E] < b6 Erbelding, Emily (NIH/NIAID) [E] < b6 Eakin, Ann 
(NIH/NIAID) [E] < b6 Erica Ollmann Saphire < b6 Stein, Peter (FDA/CDER) 

< b6 Judy Currier < b6 Davey Smith < v6 

Kim, Peter (NIH/NIAID) [E] < b6 v6 v6 Higgs, Elizabeth 
(NIH/NIAID) [E] < b6 Kiley, James (NIH/NHLBI) [E] < b6é Goff, David (NIH/NHLBI) 
[E]< b6 

Cc: Leyva, Jessica M. [Infectious Diseases] < b6 Chen, Helen Q. < b6 

Wholley, David (FNIH) [T] < b6 Bugin, Kevin (FDA/CDER) < b6 Carver, Trea 
(NIH) [C] < b6 Reich, Colleen < b6 Lisbeth Jorgensen 

<q b6 Rose Li Central Account < b6 Dana Carluccio 

< be Elsaid, Olivia < b6 Church, Elizabeth (NIH/NIAID) [E] 

4 b6é Teyhen, Deydre (HHS/IOS) < b6 Erhardt, William (HHS/IOS) 

< b6 Harrigan, Rachel (HHS/IOS) < b6 


Subject: Re: Summary from ACTIV-2/-3 Trial Oversight Committee Meeting 09/23/2020 


Really hate to say it, but hard to see how an outpatient infusion with a net modest effect will make much of a 
dent in public health. The number needed to treat in order to prevent one hospitalization will likely be large and 
the are logistics daunting. 


From: "Woodcock, Janet" b6 > 
Date: Saturday, September 26, 2020 at 11:09:28 AM 
To: "Adam, Stacey (FNIH) [T]" b6 >, "Marks, Gilbert (OS/ASPR/BARDA) (CTR)" 

b6 "Bozzette, Sam (NIH/NCATS) [E]" b6 ; "Read, Sarah 
(NIH/NIAID) [E]" < b6 v>, "Lane, Cliff (NIH/NIAID) [E]" < b6 
"Erbelding, Emily (NIH/NIAID) [E]" b6 >, "Eakin, Ann (NIH/NIAID) [E]" 
<ann.eakin@nih.gov>, "Erica Ollmann Saphire" b6 ; "Stein, Peter (FDA/CDER)" 
< b6 "Judy Currier" b6 >, "Davey Smith" 

b6 >, "Kim, Peter (NIH/NIAID) [E]" < b6 
< b6 , "Higgs, Elizabeth 
(NIH/NIAID) [E]" b6 >, "Kiley, James (NIH/NHLBI) [E]" b6 >, "Goff, 
David (NIH/NHLBI) [E]" b6 
Ce: "Leyva, Jessica M. [Infectious Diseases]" < b6 "Chen, Helen Q." 

b6 >,"Wholley, David (FNIH) [T]" < b6 "Bugin, Kevin (FDA/CDER)" 
b6 , "Carver, Trea (NIH) [C]" b6 s "Reich, Colleen" 
b6 >, "Lisbeth Jorgensen" b6 , "Rose Li Central 

Account" < b6 ; "Dana Carluccio" < b6 "Elsaid, 
Olivia" <o b6 >, "Church, Elizabeth (NIH/NIAID) [E]" < b6 "Teyhen, 
Deydre (HHS/IOS)" <D b6 , "Erhardt, William (HHS/IOS)" < b6 
"Harrigan, Rachel (HHS/IOS)" b6 


Subject: RE: Summary from ACTIV-2/-3 Trial Oversight Committee Meeting 09/23/2020 


| would like to contribute some additional thoughts now that we have the Lilly data in hand and we have experience 
with these trials. 


With respect to ACTIV 2, | have two thoughts. 
First, although © tried hard to recruit at-risk persons, the vast majority in the placebo group got better eventually on 
their own. Undoubtedly, if a shortening of illness and suffering can be demonstrated, then there would be a benefit to 


this population. But with a prolonged IV infusion, or any IV infusion, it raises the question “Is the juice worth the 
squeeze”? | believe we should think hard about studying a therapy in possibly 1500 people that is not a practical 
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outpatient solution. This is not to say | think we should halt the trial or anything, | really think we should evaluate where 
we are going with this. Is it possible to re-design to recruit only high risk people to Stage 2 of the protocol to make the 
administration more worth the effort of infusion? I’d say any group with a greater than 10-15% hospitalization rate 
would truly warrant any intervention, since some of those people will go on to have very severe disease but of course 
that number is arbitrary. Can we talk more to ®® about a injectable formulation and design a reasonable transition to 
that, while continuing to study the IV infusion? 


oOo 


With respect to ACTIV 3, site activation is still a problem. | believe we should take the survey results to heart and think 
about how we can make life easier for investigators. | also think we should work very hard to get non-big-medical- 
center sites up with subinvestigators or other ways. There is much competition for patients at the big centers while 
thousands of people are hospitalized at community hospitals, many of which have relationships with a teaching hospital 
and are not running protocols. OWS recently spoke to a sponsor that successfully recruited their trial using the strategy 
of community hospital sites, according to them. Regardless, we will not reach our objectives unless site activation picks 
up substantially. 


Thanks. Looking forward to more discussion. jw 


From: Adam, Stacey (FNIH) [T] < b6 
Sent: Friday, September 25, 2020 4:34 PM 
To: Woodcock, Janet < b6 Marks, Gilbert L (OS) < b6 Bozzette, Sam A 
(NIH) < b6 Read, Sarah W (NIH) b6 Lane, Henry C (NIH) 
< b6 Erbelding, Emily J (NIH) < b6 Eakin, Ann E (NIH) < b6 
Erica Ollmann Saphire < v6 Stein, Peter < b6 Judy Currier 
g b6 Davey Smith < b6 Kim, Peter S (NIH) < b6 
b6 b6 Higgs, Elizabeth S (NIH) < b6 Kiley, James P (NIH) 
< b6 Goff, David C (NIH) < b6 
Ce: Leyva, Jessica M. [Infectious Diseases] < b6 Chen, Helen Q. < v6 
Wholley, David N (NIH) < b6 Bugin, Kevin < b6 Carver-Roberts, Trea R (NIH) 
g b6 Reich, Colleen < b6 Lisbeth Jorgensen 
< b6 Rose Li Central Account < b6 Dana Carluccio 
< b6 Elsaid, Olivia < b6 Church, Elizabeth S (NIH) 
< b6 Teyhen, Deydre (OS) < b6 Erhardt, William (HHS/IOS) 
< b6 Harrigan, Rachel (OS) < b6 


Subject: Summary from ACTIV-2/-3 Trial Oversight Committee Meeting 09/23/2020 
Dear ACTIV-2/3 Trial Oversight Committee, 


Please find attached the summary from our meeting on Wednesday. If you have any additions or amendments, please 
let me know. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

Di . Cancer 

Re h Partnerships 

Foundation for the National Institutes of Health 
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Direct: b6 Mobile: v6 
fhib.org 
11400 Rockville Pike, Suite 600. North Be 


da, MD 20852 


Donate to the FNIH’s Pandemic Response Fund te combat COVID-19: fnih.org/pandemic 


FNIH PANDEMIC 


RESPONSE FUND 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 9/29/2020 8:54:21 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4] 

Subject: FW: FLAGGING FOR AWARENESS: ACTT-3 Web Bulletin 

Attachments: Bulletin for ACTT-3 FINAL.docx 


FYI, might be relevant to possible use of interferon beta-1 in ACTIV. 


FC 

From: Myles, Renate (NIH/OD) [E] < b6 

Sent: Tuesday, September 29, 2020 4:17 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 

Schwetz, Tara (NIH/OD) [E] < b6 Wolinetz, Carrie (NIH/OD) [E] < b6 Parker, 
Ashley (NIH/OD) [E] < b6 Brodd, Lauren (NIH/OD) [E] < b6 Hallett, Adrienne 
(NIH/OD) [E] < b6 Higgins, Lauren (NIH/OD) [E] < b6 

Ce: Burklow, John (NIH/OD) [E] < b6 Fine, Amanda (NIH/OD) [E] < b6 

Wojtowicz, Emma (NIH/OD) [E] < b6 


Subject: FLAGGING FOR AWARENESS: ACTT-3 Web Bulletin 
Importance: High 


Hi all: 


NIAID plans to post the attached web bulletin on it’s newsroom page, but will not send to reporters. They do not know 
the nature of the SAEs because the trial is still blinded. This bulletin came about because NIAID investigators had a 
meeting with the FDA, and part of discussion was how to convey this information to other studies/sponsors, NIAID asked 
FDA about looking at the data early, but the FDA suggested it stay blinded and put out a statement to describe what the 
DSMB recommended. 


Essentially, the trial (interferon beta-1+remdesivir vs. placebo+remdesivir; hospitalized adults) enrolled about 230 
participants and the DSMB is recommending no further enrollment for those participants with a baseline severity of 
illness requiring high flow oxygen and non-invasive mechanical ventilation (ordinal category 6). This was due to an 
observed imbalance in serious adverse events (SAEs). The DSMB also recommended not to start enrollment of subjects 
on mechanical ventilation. The DSMB reiterated there were no safety concerns in participants with lesser severity 
(those hospitalized with or without oxygen). 


NIAID has submitted to OVP report. 


Thanks, 
Renate 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 9/29/2020 11:51:01 PM 

To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257-wholleyd] 

Subject: RE: FLAGGING FOR AWARENESS: ACTT-3 Web Bulletin 


Flag: Follow up 


Thanks, all good points. 


FC 

From: Adam, Stacey (FNIH) [T] < b6 

Sent: Tuesday, September 29, 2020 6:11 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 


Subject: RE: FLAGGING FOR AWARENESS: ACTT-3 Web Bulletin 
Thanks, Francis, 
The potential of AEs was why the ACTIV-2 team chose the more targeted inhaled version of the drug. Also, given that 


will be given to much less ill patients they think this will make it less likely for AEs as well, but | will alert the ACTIV-2 to 
this because they are meeting with Synairgen this week to further discuss progression onto the trial. 


J. Adam, PhD 

or, Cancer 

sarch Partnerships 

b6 Mobile: ( b6 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Tuesday, September 29, 2020 4:54 PM 

To: Wholley, David (FNIH) [T] b6 Adam, Stacey (FNIH) [T] bé6 
Subject: FW: FLAGGING FOR AWARENESS: ACTT-3 Web Bulletin 

Importance: High 


FYI, might be relevant to possible use of interferon beta-1 in ACTIV. 


FC 

From: Myles, Renate (NIH/OD) [E] b6 

Sent: Tuesday, September 29, 2020 4:17 PM 

To: Collins, Francis (NIH/OD) [E] b6 ; Tabak, Lawrence (NIH/OD) [E] b6 

Schwetz, Tara (NIH/OD) [E] b6 >; Wolinetz, Carrie (NIH/OD) [E] b6 >; Parker, 
Ashley (NIH/OD) [E] < b6 Brodd, Lauren (NIH/OD) [E] < b6 Hallett, Adrienne 
(NIH/OD) [E] <e b6 >; Higgins, Lauren (NIH/OD) [E] b6 

Ce: Burklow, John (NIH/OD) [E] b6 ; Fine, Amanda (NIH/OD) [E] b6 
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Wojtowicz, Emma (NIH/OD) [E] 6 
Subject: FLAGGING FOR AWARENESS: ACTT-3 Web Bulletin 
Importance: High 


Hi all: 


NIAID plans to post the attached web bulletin on it’s newsroom page, but will not send to reporters. They do not know 
the nature of the SAEs because the trial is still blinded. This bulletin came about because NIAID investigators had a 
meeting with the FDA, and part of discussion was how to convey this information to other studies/sponsors. NIAID asked 
FDA about looking at the data early, but the FDA suggested it stay blinded and put out a statement to describe what the 
DSMB recommended. 


Essentially, the trial (interferon beta-1+remdesivir vs. placebo+remdesivir; hospitalized adults) enrolled about 230 
participants and the DSMB is recommending no further enrollment for those participants with a baseline severity of 
illness requiring high flow oxygen and non-invasive mechanical ventilation (ordinal category 6). This was due to an 
observed imbalance in serious adverse events (SAEs). The DSMB also recommended not to start enrollment of subjects 
on mechanical ventilation. The DSMB reiterated there were no safety concerns in participants with lesser severity 
(those hospitalized with or without oxygen). 


NIAID has submitted to OVP report. 


Thanks, 
Renate 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 1/20/2021 12:18:26 PM 

To: Bugin, Kevin [ b6 J; Shapiro, Neil (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=213c20d004cb413b9484d6343b5 f3fa6-shapironk] 

ce: Woodcock, Janet (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf4887 9192 169bd7644e29-Janet.Woodc]; Menetski, Joseph 
(FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc42427ea3d34fle072f8cb7-menetskijp]; Tabak, Lawrence 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabak!]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: RE: ACTIV program to address SARS-CoV-2 variants 


Hi Kevin and Neil, 
How are we doing with getting these funds approved? 


Francis 


From: Bugin, Kevin < b6 

Sent: Saturday, January 16, 2021 4:49 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Woodcock, Janet (FDA/CDER) < b6 Menetski, Joseph (FNIH) [T] < b6 

Tabak, Lawrence (NIH/OD) [E] < b6 Shapiro, Neil (NIH/OD) [E] < b6 Wholley, 
David (FNIH) [T] < b6 

Subject: RE: ACTIV program to address SARS-CoV-2 variants 


Hi Francis, 
Hope you are having a good weekend. Thank you for the contacts! | will put them in touch with HHS/ASFR regarding 
some of the questions they have on timing of funding obligations and the logistics transfers. 


Kevin 

From: Collins, Francis (NIH/OD) [E] b6 

Sent: Saturday, January 16, 2021 10:43 AM 

To: Bugin, Kevin b6 > 

Ce: Woodcock, Janet b6 ; Menetski, Joseph M (NIH) b6 Tabak, 
Lawrence A (NIH) < b6 y>; Shapiro, Neil K (NIH) < b6 ; Wholley, David N (NIH) 


b6 
Subject: RE: ACTIV program to address SARS-CoV-2 variants 


Hi Kevin, 
That would be Neil Shapiro, though he may need a quick description of the project (I’m reattaching it here). 
I’m also looping in Larry Tabak, Joe Menetski, and David Wholley in case they are needed to help. I’m really 


glad to hear HHS finance is engaged. 


Francis 
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From: Bugin, Kevin < b6 

Sent: Friday, January 15, 2021 4:57 PM 

To: Collins, Francis (NIH/OD) [E] < b6é > 

Cc: Woodcock, Janet (FDA/CDER) < b6 
Subject: RE: ACTIV program to address SARS-CoV-2 variants 


Francis, 

Who from NIH budget office could | work with to sort through all of this and how it would be provided? |’m starting to 
get question from HHS finance folks (good sign), but Ill need details on obligation dates, vehicles for transfers, contracts, 
etc. Can you connect me to a NIH budget guru to work with on this? 


Kevin 

From: Collins, Francis (NIH/OD) | b6 

Sent: Thursday, January 14, 2021 11:25 PM 

To: Woodcock, Janet b6 

Ce: Bugin, Kevin b6 v>; Menetski, Joseph M (NIH) b6é Wholley, David N (NIH) 
< b6 ; Freire, Maria C (NIH) b6 


Subject: ACTIV program to address SARS-CoV-2 variants 
Hi Janet and Kevin, 


See attached for the ACTIV proposal that captures all of the components for calendar year 2021. The budget 
requestis (b)(5) . | also attach a draft slide (still being reviewed, not for further distribution) that 
illustrates the relationship between the ACTIV program and the USG-only effort (now called SIG instead of 
SCIRAM). That reflects the discussions that have gone on for the last couple of days with Joe Menetski, Dan 
Jernigan, and John Mascola, Let me know what else | can do to help support this ACTIV proposal -| agree with 
you that this is of great urgency and needs to start right away. 


Many thanks, Francis 


From: Woodcock, Janet b6 

Sent: Thursday, January 14, 2021 4:57 PM 

To: Collins, Francis (NIH/OD) [E] b6 

Ce: Bugin, Kevin (FDA/CDER) b6 > 


Subject: RE: variant effort 


Good, | will need a $$ figure that rolls it all up ASAP if we are to get funding from us. jw 


From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Thursday, January 14, 2021 4:31 PM 

To: Woodcock, Janet < b6 
Subject: RE: variant effort 


Hi Janet, 
That’s being actively worked on right now — SCIRAM can be the USG-only connection between agencies to be 
sure we are coordinating across HHS, and can deal with priority decisions where industry might have a conflict 


of interest. I’m expecting the merger that Joe Menetski (ACTIV) and Dan Jernigan (SCIRAM) are leading will 
produce a result in the next 18 hours. 
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Francis 


From: Woodcock, Janet b6 
Sent: Thursday, January 14, 2021 4:12 PM 
To: Collins, Francis (NIH/OD) [E] b6 


Subject: variant effort 


How do we talk about the SCIRAM effort and its relationship to what you want to do with ACTIV? | think | can get some 
funding but will need to explain. jw 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 9/30/2020 12:28:28 PM 

To: Burklow, John (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43cO8be856acb5b964ca-burkiowj] 

ce Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: Can you join Friday War Room call? 


Hi John, 


The ACTIV War Room team would like to be sure we know where things stand with the portal that is going to point 
people to ACTIV trials. Can you possibly join us at 8 AM Friday? If so, Dial-in: b6 Passcode: —b6 


Tx, Francis 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 10/1/2020 2:47:14 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

ce: Lane, Cliff (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Tabak, Lawrence (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!]; Adam, Stacey (FNIH) (T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4] 

Subject: RE: ACTIV2 and Lilly sites 


Delicate. |’d be interested in Cliff’s views, but one outcome | would try to avoid is to have the same site 
recruiting both for Lilly and ACTIV-2. Seems like it ought to be one or the other, or there will be bias potential. 


Francis 

From: Wholley, David (FNIH) [T] < b6 

Sent: Thursday, October 1, 2020 8:25 AM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Lane, Cliff (NIH/NIAID) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 Adam, 
Stacey (FNIH) [T] < b6 


Subject: FW: ACTIV2 and Lilly sites 


Francis, 

Would appreciate your guidance here. | suggest you read the thread from the bottom up to get a full sense of the 
nuances here. You and Cliff may want to discuss, then reach out to Peter Kim with your thoughts. Bill Erhardt (OWS) is 
going to speak with Janet. Thanks, David 


From: Kim, Peter (NIH/NIAID) [E] b6 
Sent: Wednesday, September 30, 2020 11:13 PM 
To: Wholley, David (FNIH) [T] v6 ; Erhardt, William (HHS/IOS) < b6 


Subject: FW: ACTIV2 and Lilly sites 
David, Bill, 


I'm happy to tell that (b) (4). (b) (5) 
(b) (4). (&) (5) 


From: Kim, Peter (NIH/NIAID) [E] 
Sent: Wednesday, September 30, 2020 11:07 PM 


To: ‘Mary Glessner’ v6 Davey Smith < b6 >; Erhardt, William (HHS/IOS) 
b6 >; Judy Currier < b6 Payton, Manizhe (NIH/NIAID) [E] 

< b6 Adedeji, Bola (NIH/NIAID) [E] < b6 Germuga, Donna (NIH/NIAID) [E] 

4 v6 Wholley, David (FNIH) [T] < b6 ; Joe Eron 6 
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Cc: Read, Sarah (NIH/NIAID) [E] < b6 
Subject: RE: ACTIV2 and Lilly sites 


Mary, 


Thanks for this info. | didn’t realize that it was the sites who contacted us wanting to participate in our trial. That is 
somewhat different, than us pushing them to join us. (b) (4), (b) (5) 


() (4). (®) S) 


Thanks, 

Peter 

From: Mary Glessner b6 

Sent: Wednesday, September 30, 2020 10:36 PM 

To: Davey Smith b6 ; Kim, Peter (NIH/NIAID) [E] < b6 Erhardt, William 

(HHS/IOS) < b6 Judy Currier b6 >; Payton, Manizhe (NIH/NIAID) [E] 
b6 >; Adedeji, Bola (NIH/NIAID) [E] < b6 Germuga, Donna (NIH/NIAID) [E] 
v6 ; Wholley, David (FNIH) [T] b6 ; Joe Eron b6 

Cc: Read, Sarah (NIH/NIAID) [E] < b6 


Subject: RE: ACTIV2 and Lilly sites 
Hello, 


We're at 31 active sites, and ©@.©® at 16 of the sites. (2° table below, in case you're interested) Drs. Keefer (Univ 
of Rochester) and Jacobson (Case Western Reserve Univ) activated today. 


Regarding the Lilly sites, our team has done a thorough analysis of the clinicaltrials.gov information for Lilly's trial 
(similar to what we've done for other COVID trials), and determined there are 17 of the sites that are PPD Select Sites - 
we know very well, and trust their experience and judgement on their capacity (PI, site staff and patient 


population). (&) (4). (©) G) 
(b) (4). (b) (5) 


®@®. The following 11 sites in particular are in the activation process; many with fully executed ACTIV-2 CTAs and 
most activation steps completed 


; . nticipated| . ‘i 

Site Type Site # meiveton Site | City | State 
10/30 Reaceite " seen " . 

PPD Select 1043 University of Arizona Division of Infectious Diseases Tucson AZ 
10/8 

PPD Select 1061 St Joseph Heritage Healthcare Eureka CA 

PPD Select | 1085 | CENTRAL VALLEY RESEARCH [Modesto | CA 

PPD Select | 1059 10/1 Valley Clinical Trials, Inc. | Northridge | CA 

PPD Select | 1039 UF Health Jacksonville | Jacksonville | FL 

PPD Select | 1035 10/6 JACT Health Columbus GA 
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PPD Select 


Current ACTIV-2 Enrollment - 


PPD Select | 1049 | 10/1 _| Great Lakes Clinical Trials LLC | chicago | it 

PPD Select | 1054 | 10/16 | University of Massachusetts Medical School | Worcester | MA 
PPD Select | 1048 10/30 Las Vegas Medical Research | Las Vegas | NV 
PPD Select | 1055 10/16 University of Texas Health Science Center at Houston Houston ™ 


| 180 | | EvergreenHealth Research Kirkland 


Washington 


Total Currently 
Randomized 


(©) @). (&) (5) 


AIDS Clinical Trials 


Site Number Institution Name Investigator Name 
1003 UCLA Chew, Kara 
1026 AGA Clinical Trials PPDS Altamirano, Dario 
1020 Ohio State Malvestutto, Carlos 
1001 UNC Chapel Hill Wohl, David 
1018 Choudhary, Madhu 
1013 Vanderbilt Haas, David 
1042 Ukansas Med Center Castro, Mario 
1002 UCSD Benson, Constance 
1011 Cornell Clinical Trials Unit, Evering, Teresa 
New York Presbyterian 
Hospital-Weill Cornell 
Uptown CRS 
1004 Fichtenbaum, Carl 
1016 Gandhi, Rajesh 
1009 Luetkemeyer, Anne 
1008 Wash U School of Med Presti, Rachel 
1025 Northwestern Taiwo, Babafemi O 
1031 University of Pennsylvania Tebas-Medrano, Pablo 
1012 University of Washington Collier, Ann 


Enrollment Total 


Received a Rapid 
Test Kit 


Arrived today 
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Have a nice evening, 
Mary 


Mary Glessner, PA, PMP 
PPD Senior Director 
b6 


b6 ‘ 
Providing strategic partucrshife and local expertise in cinteat research to protect and enhance global public health 


From: Smith, David < b6 

Sent: Wednesday, September 30, 2020 10:19 PM 

To: Kim, Peter (NIH/NIAID) [E] b6 ; Mary Glessner 
(HHS/IOs) b6 >; Currier, Judith, M.D. < b6 
(E] b6 Adedeji, Bola (NIH/NIAID) [E] b6 
[E]< b6 Wholley, David (FNIH) [T] 

Cc: Read, Sarah (NIH/NIAID) [E] b6 


Subject: Re: ACTIV2 and Lilly sites 


This email originated outside PPD. Please use caution before clicking links. 


Hi 


(b) 4), (b) (5) 


Davey 


Davey Smith, MD, MAS 


b6 >; Erhardt, William 
Payton, Manizhe (NIH/NIAID) 
Germuga, Donna (NIH/NIAID) 
v6 
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Protocol Chair | ACTIV-2 | riseabove.covid.org 

Head | Division of Infectious Diseases and Global Public Health 
Professor | Department of Medicine 

Co-Director | San Diego Center for AIDS Research (CFAR) 
Florence Seeley Riford Chair in AIDS Research 

University of California San Diego | b6 

Pronouns: he, him, his 


Administrative Contact: 

Colleen Reich |> 

9500 Gilman Drive, La Jolla, CA 92093-0679 
Ps b6 | F. b6 


If your research has been supported by the San Diego CFAR, please be sure to acknowledge that support in your 
resulting publications and presentations (Al036214). More on acknowledging CFAR support may be found at 


From: Eron, Joseph J Jr b6 
Sent: Wednesday, September 30, 2020 6:04:30 PM 
To: b6 >; Mary Glessner b6 Erhardt, William (HHS/IOS) 
b6 : Currier, Judith, M.D. < b6 Smith, David 
b6 Payton, Manizhe (NIH/NIAID) [E] b6 Adedeji, Bola (NIH/NIAID) 
[El< b6 >; Germuga, Donna (NIH/NIAID) [E] b6 Wholley, David (FNIH) [T] 
< b6 
Ce: Read, Sarah (NIH/NIAID) [E] b6 


Subject: RE: ACTIV2 and Lilly sites 


Peter 

| don’t have anything to add ~ (b) (4). (b) (5) 
(b) (4). (&) S) 

Joe 

Joe Eron MD 


Professor of Medicine 
University of North Carolina at Chapel Hill 
School of Medicine 


b6 
b6 
From: Kim, Peter (NIH/NIAID) [E] bé 
Sent: Wednesday, September 30, 2020 8:57 PM 
To: Mary Glessner < b6 >; Erhardt, William (HHS/IOS) b6 >; Judy Currier 
b6 ; Davey Smith b6 >; Eron, Joseph J Jr 
b6 Payton, Manizhe (NIH/NIAID) [E] < b6 gov>; Adedeji, Bola (NIH/NIAID) 
[E]< b6 Germuga, Donna (NIH/NIAID) [E] < 6 Wholley, David (FNIH) [T] 
< b6 
Cc: Read, Sarah (NIH/NIAID) [E] b6 


Subject: ACTIV2 and Lilly sites 


Hi all, 
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Just got off the phone with (b) (4). (&) (5). 
©) @). ©) G) 


We agreed to talk again in 2 weeks. Your thoughts would be appreciated. 
Thanks, 
Peter 


Peter Kim, M.D. 

Director, Therapeutic Research Program 

Division of AIDS 

National Institute of Allergy and Infectious Diseases 

5601 Fishers Lane 

Room 9ESO 

Bethesda, MD 20892-9830* 

(for FedEX, UPS and other courier services use Rockville, MD 20852) 
b6 (office) 


JOHOR BIOFORCE IE ISIS OSES IO SI BOSO ep SEGRE iro ook 


The information in this e-mail and any of its attachments is confidential and may contain sensitive information. It should 
not be used by anyone who is not the original intended recipient. If you have received this e-mail in error please inform 


the sender and delete it from your mailbox or any other storage devices. 


This email transmission and any documents, files or previous email messages attached to it may contain 


information that is confidential or legally privileged. If you are not the intended recipient or a person 


responsible for delivering this transmission to the intended recipient, you are hereby notified that you must not 
read this transmission and that any disclosure, copying, printing, distribution or use of this transmission is 
strictly prohibited. If you have received this transmission in error, please immediately notify the sender by 
telephone or return email and delete the original transmission and its attachments without reading or saving in 


any manner. 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 10/1/2020 2:51:58 PM 

To: Lane, Cliff (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257-wholleyd] 

cc: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!]; Adam, Stacey (FNIH) (T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4]; Kim, Peter (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=c48148e476824ce893260acf33b0f774-kimp2] 

Subject: RE: ACTIV2 and Lilly sites 


Fine with me for Cliff to reach out to Ajay Nirula. 


From: Lane, Cliff (NIH/NIAID) [E] < b6 

Sent: Thursday, October 1, 2020 9:17 AM 

To: Wholley, David (FNIH) [T] < b6 Collins, Francis (NIH/OD) [E] < b6 

Ce: Tabak, Lawrence (NIH/OD) [E] < b6 Adam, Stacey (FNIH) [T] < b6 Kim, Peter 
(NIH/NIAID) [E] < b6 


Subject: Re: ACTIV2 and Lilly sites 


My two cents — I think there should be another discussion with Lilly. I am happy to reach out to Dr. Nirula (I know him 
from many years ago and touched base with him before we started ACTIV-3) to try and get a better sense of their 
concerns —if that is okay with this group, especially Peter (copied). 


Cliff 


From: "Wholley, David (FNIH) [T]" b6 

Date: Thursday, October 1, 2020 at 8:25 AM 

To: "Collins, Francis (NIH/OD) [E]" < b6 

Ce: "Lane, Cliff (NIH/NIAID) [E]" b6 >, Lawrence Tabak < b6 “Adam, 
Stacey (FNIH) [T]" b6 

Subject: FW: ACTIV2 and Lilly sites 


Francis, 

Would appreciate your guidance here. | suggest you read the thread from the bottom up to get a full sense of the 
nuances here. You and Cliff may want to discuss, then reach out to Peter Kim with your thoughts. Bill Erhardt (OWS) is 
going to speak with Janet. Thanks, David 


From: Kim, Peter (NIH/NIAID) [E] b6é 
Sent: Wednesday, September 30, 2020 11:13 PM 
To: Wholley, David (FNIH) [T] b6 Erhardt, William (HHS/IOS) b6 > 


Subject: FW: ACTIV2 and Lilly sites 
David, Bill, 


I'm happy to tell that (b) (4). (b) (5) e 
&) @). &) ) 
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&) 4). &) ) 


From: Kim, Peter (NIH/NIAID) [E] 
Sent: Wednesday, September 30, 2020 11:07 PM 


To: ‘Mary Glessner‘ b6 >; Davey Smith < v6 >; Erhardt, William (HHS/IOS) 
Wudy Currier b6 >; Payton, Manizhe (NIH/NIAID) [E] 
b6 >; Adedeji, Bola (NIH/NIAID) [E] < b6 Germuga, Donna (NIH/NIAID) [E] 
< b6 Wholley, David (FNIH) [T] b6 Joe Eron < b6 
Ce: Read, Sarah (NIH/NIAID) [E] b6 


Subject: RE: ACTIV2 and Lilly sites 
Mary, 


Thanks for this info. | didn’t realize that it was the sites who contacted us wanting to participate in our trial. That is 


somewhat different, than us pushing them to join us. (b) (4), (b) (5) 
(b) (4). (&) (5) 

Thanks, 

Peter 

From: Mary Glessner b6 

Sent: Wednesday, September 30, 2020 10:36 PM 

To: Davey Smith b6 >; Kim, Peter (NIH/NIAID) [E] b6 Erhardt, William 

(HHS/IOS) b6 >; Judy Currier b6 Payton, Manizhe (NIH/NIAID) [E] 
b6 ; Adedeji, Bola (NIH/NIAID) [E] b6 ; Germuga, Donna (NIH/NIAID) [E] 
b6 ; Wholley, David (FNIH) [T] b6 Joe Eron b6 

Cec: Read, Sarah (NIH/NIAID) [E] < b6 


Subject: RE: ACTIV2 and Lilly sites 
Hello, 


We're at 31 active sites, and @.®© at 16 of the sites. (2 table below, in case you're interested) Drs. Keefer (Univ 
of Rochester) and Jacobson (Case Western Reserve Univ) activated today. 


Regarding the Lilly sites, our team has done a thorough analysis of the clinicaltrials.gov information for Lilly's trial 
(similar to what we've done for other COVID trials), and determined there are 17 of the sites that are PPD Select Sites - 
we know very well, and trust their experience and judgement on their capacity (PI, site staff and patient 
population). (&) (4). (b) (5) 

(b) 4). (b) G) 


©®.©© The following 11 sites in particular are in the activation process; many with fully executed ACTIV-2 CTAs and 
most activation steps completed 
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Site Type | site # | Site City State 
PPD Select | 1043 20/80 University of Arizona Division of Infectious Diseases Tucson AZ 
10/8 
PPD Select 1061 St Joseph Heritage Healthcare Eureka CA 
PPD Select 1085 CENTRAL VALLEY RESEARCH Modesto CA 
PPD Select | 1059 10/1 Valley Clinical Trials, Inc. Northridge CA 
PPD Select | 1039 UF Health Jacksonville Jacksonville FL 
PPD Select | 1035 10/6 JACT Health Columbus GA 
PPD Select Great Lakes Clinical Trials LLC Chicago IL 
PPD Select University of Massachusetts Medical School Worcester 
PPD Select | 1048 10/30 | Las Vegas Medical Research Las Vegas NV 
PPD Select 1055 10/16 University of Texas Health Science Center at Houston Houston TX 
PPD Select 1080 EvergreenHealth Research Kirkland Washington 


Current ACTIV-2 Enrollment - 


Site Number 


Investigator Name Total Currently 


UPITT 
Vanderbilt 


Choudhary, Madhu 
Haas, David 


1042 Ukansas Med Center Castro, Mario 
1002 UCSD Benson, Constance 
1011 Cornell Clinical Trials Unit, Evering, Teresa 


New York Presbyterian 
Hospital-Weill Cornell 
Uptown CRS 


Cincinnati CRS 
Mass General 
Wash U School of Med 


Northwestern 
University of Pennsylvania 
University of Washington 

AIDS Clinical Trials 


Fichtenbaum, Carl 
Gandhi, Rajesh 
Luetkemeyer, Anne 
Presti, Rachel 

Taiwo, Babafemi O 
Tebas-Medrano, Pablo 
Collier, Ann 


1031 
1012 


Enrollment Total 


Received a Rapid 


Randomized Test Kit 
UCLA Chew, Kara () (4), () S) 
AGA Clinical Trials PPDS Altamirano, Dario Arrived today 
Malvestutto, Carlos 
Wohl, David x 
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Have a nice evening, 
Mary 


Mary Glessner, PA, PMP 
PPD Senior Director 
b6 


b6 
Providing strategic pantucrshife and local expertire in chinicat research to protect and entiance global public health 


From: Smith, David b6 

Sent: Wednesday, September 30, 2020 10:19 PM 

To: Kim, Peter (NIH/NIAID) [E] < b6 Mary Glessner 
(HHS/IOS) b6 ; Currier, Judith, M.D. < b6 
{El >; Adedeji, Bola (NIH/NIAID) [E] b6 
[E) b6 y>; Wholley, David (FNIH) [T] < b6 

Ce: Read, Sarah (NIH/NIAID) [E] 6 


Subject: Re: ACTIV2 and Lilly sites 


This email originated outside PPD. Please use caution before clicking links. 


©) @. 0) 6) 


>; Erhardt, William 
Payton, Manizhe (NIH/NIAID) 
Germuga, Donna (NIH/NIAID) 
b6 
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©) @). &) G) 


Davey 


Davey Smith, MD, MAS 

Protocol Chair | ACTIV-2 | riseabove.covid.org 

Head | Division of Infectious Diseases and Global Public Health 
Professor | Department of Medicine 

Co-Director | San Diego Center for AIDS Research (CFAR) 
Florence Seeley Riford Chair in AIDS Research 

University of California San Diego | b6 

Pronouns: he, him, his 


Administrative Contact: 


Colleen Reich | b6 
9500 Gilman Drive, La Jolla, CA 92093-0679 
Ps b6 [F b6 


If your research has been supported by the San Diego CFAR, please be sure to acknowledge that support in your 
resulting publications and presentations (Al036214). More on acknowledging CFAR support may be found at 


httos://: clar/. 


From: Eron, Joseph J Jr v6 > 

Sent: Wednesday, September 30, 2020 6:04:30 PM 

To: b6 >; Mary Glessner b6 ; Erhardt, William (HHS/IOS) 
b6 >; Currier, Judith, M.D. < b6 Smith, David 
b6 >; Payton, Manizhe (NIH/NIAID) [E] b6 Adedeji, Bola (NIH/NIAID) 

(E] b6 Germuga, Donna (NIH/NIAID) [E] 6 Wholley, David (FNIH) [T] 

< b6 

Ce: Read, Sarah (NIH/NIAID) [E] b6 


Subject: RE: ACTIV2 and Lilly sites 


Peter 

I don’t have anything to add — (b) (4). (b) (5) 
(&) @). &) (5) 

Joe 

Joe Eron MD 


Professor of Medicine 
University of North Carolina at Chapel Hill 
School of Medicine 
bé 
b6 
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From: Kim, Peter (NIH/NIAID) [E] b6 
Sent: Wednesday, September 30, 2020 8:57 PM 


To: Mary Glessner < bé ; Erhardt, William (HHS/IOS) b6 ; Judy Currier 
< b6 a.edu>; Davey Smith b6 ; Eron, Joseph J Jr 
b6 Payton, Manizhe (NIH/NIAID) [E] v6 >; Adedeji, Bola (NIH/NIAID) 
[E] b6 : Germuga, Donna (NIH/NIAID) [E] < 6 >; Wholley, David (FNIH) [T] 
b6 
Ce: Read, Sarah (NIH/NIAID) (E] b6 
Subject: ACTIV2 and Lilly sites 
Hi all, 
Just got off the phone with (b) (4). (&) (5). 


(b) (4), (®) (5) 


We agreed to talk again in 2 weeks. Your thoughts would be appreciated. 
Thanks, 
Peter 


Peter Kim, M.D. 

Director, Therapeutic Research Program 

Division of AIDS 

National Institute of Allergy and Infectious Diseases 

5601 Fishers Lane 

Room 9ESO 

Bethesda, MD 20892-9830* 

(for FedEX, UPS and other courier services use Rockville, MD 20852) 
b6 (office) 


SAHOO HOS OS IEEE SOOO SOE OB OSH ESOC Or RE rrr 


The information in this e-mail and any of its attachments is confidential and may contain sensitive information. It should 
not be used by anyone who is not the original intended recipient. If you have received this e-mail in error please inform 
the sender and delete it from your mailbox or any other storage devices. 
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This email transmission and any documents, files or previous email messages attached to it may contain 
information that is confidential or legally privileged. If you are not the intended recipient or a person 
responsible for delivering this transmission to the intended recipient, you are hereby notified that you must not 
read this transmission and that any disclosure, copying, printing, distribution or use of this transmission is 
strictly prohibited. If you have received this transmission in error, please immediately notify the sender by 
telephone or return email and delete the original transmission and its attachments without reading or saving in 
any manner. 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 10/1/2020 11:09:53 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

ce: Lane, Cliff (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane] 

Subject: RE: ACTIV2 and Lilly sites 


Just saw this. Let's discuss in the AM. 


FC 

From: Whalley, David (FNIH) [T] < b6 
Sent: Thursday, October 1, 2020 11:33 AM 
To: Collins, Francis (NIH/OD) [E] < b6é 
Ce: Lane, Cliff (NIH/NIAID) [E] < b6 


Subject: FW: ACTIV2 and Lilly sites 
Importance: High 


Just FYI, don’t know when your OWS Board Meeting is today or whether you want to speak to Janet at all before then— 
up to you of course. 


From: Erhardt, William (HHS/IOS) b6 

Sent: Thursday, October 1, 2020 11:20 AM 

To: Wholley, David (FNIH) [T] b6 ; Kim, Peter (NIH/NIAID) [E] b6 >; Lane, Cliff 
(NIH/NIAID) [E] < b6 >; Adam, Stacey (FNIH)[T]< b6 


Subject: FW: ACTIV2 and Lilly sites 
David, 


Here is Janet’s response. Seems like her priority is facilitating generating data on the combo as soon as possible. 


Bill 

From: Woodcock, Janet b6 > 

Sent: Thursday, October 1, 2020 10:31 AM 

To: Pennini, Meghan (OS/ASPR/BARDA) b6 Erhardt, William (HHS/IOS) 


b6 > 
Subject: RE: ACTIV2 and Lilly sites 


FDA will be willing to accept a successful trial with a hospitalization endpoint. Lilly would best do this with the 
combo. There may be problems with supply. The real question is: should/could ACTIV switch over to the combo as that 
may be the treatment of choice? The two findings could be combined in some way. jw 


From: Pennini, Meghan (OS/ASPR/BARDA) b6 

Sent: Thursday, October 1, 2020 9:02 AM 

To: Erhardt, William (HHS/IOS) b6 Woodcock, Janet b6 
Subject: RE: ACTIV2 and Lilly sites 
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©) @). &) ©) 


Meghan 


Meghan Pennini, PhD 
mobile: b6 


From: Erhardt, William (HHS/IOS) b6 
Sent: Thursday, October 1, 2020 8:22 AM 


To: Woodcock, Janet (FDA/CDER) < b6 Pennini, Meghan (OS/ASPR/BARDA) 


< b6 
Subject: FW: ACTIV2 and Lilly sites 


Janet, 
(&) 4). (&) G) 
Bill 
From: Kim, Peter (NIH/NIAID) [E] b6 
Sent: Wednesday, September 30, 2020 11:13 PM 
To: Wholley, David (FNIH) [T] b6 Erhardt, William (HHS/IOS) < 
Subject: FW: ACTIV2 and Lilly sites 
David, Bill, 
I'm happy to tell that (6) (4). (®) (5) 


() (4). (&) 6) 


From: Kim, Peter (NIH/NIAID) [E] 
Sent: Wednesday, September 30, 2020 11:07 PM 


To: ‘Mary Glessner’ b6 >; Davey Smith b6 Erhardt, William (HHS/IOS) 
b6 Judy Currier < b6 Payton, Manizhe (NIH/NIAID) [E] 
Adedeji, Bola (NIH/NIAID) [E] < bé6 Germuga, Donna (NIH/NIAID) [E] 
Wholley, David (FNIH) [T] b6 Joe Eron b6 
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Cc: Read, Sarah (NIH/NIAID) [E] < b6 
Subject: RE: ACTIV2 and Lilly sites 


Mary, 
Thanks for this info. | didn’t realize that it was the sites who contacted us wanting to participate in our trial. That is 


somewhat different, than us pushing them to join us. (b) (4), (b) (5) 
(&) 4). &) G) 


Thanks, 

Peter 

From: Mary Glessner b6 

Sent: Wednesday, September 30, 2020 10:36 PM 

To: Davey Smith << b6 ; Kim, Peter (NIH/NIAID) [E] < b6 Erhardt, William 

(HHS/IOS) v6 Judy Currier < b6 ; Payton, Manizhe (NIH/NIAID) [E] 
b6 Adedeji, Bola (NIH/NIAID) [E] b6 Germuga, Donna (NIH/NIAID) [E] 

Wholley, David (FNIH) [T] bloe Eron b6 
Cc: Read, Sarah (NIH/NIAID) [E] b6 


Subject: RE: ACTIV2 and Lilly sites 
Hello, 


We're at 31 active sites, and ©@.©® at 16 of the sites. (2° table below, in case you're interested) Drs. Keefer (Univ 
of Rochester) and Jacobson (Case Western Reserve Univ) activated today. 


Regarding the Lilly sites, our team has done a thorough analysis of the clinicaltrials.gov information for Lilly’s trial 
(similar to what we've done for other COVID trials), and determined there are 17 of the sites that are PPD Select Sites - 
we know very well, and trust their experience and judgement on their capacity (PI, site staff and patient 
population). (b) (4). (&) (5) 

(&) (4). (b) ) 


©®,®© The following 11 sites in particular are in the activation process; many with fully executed ACTIV-2 CTAs and 
most activation steps completed 


5 . nticipated| . ‘ 
Site Type Site # meivetion Site | City | State 
10/30 Races " seen " " 
PPD Select 1043 University of Arizona Division of Infectious Diseases Tucson AZ 
10/8 
PPD Select 1061 St Joseph Heritage Healthcare Eureka 


PPD Select CENTRAL VALLEY RESEARCH 


Modesto 


PPD Select Valley Clinical Trials, Inc. Northridge 
PPD Select | 1039 UF Health Jacksonville | Jacksonville | FL 
PPD Select JACT Health Columbus 
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PPD Select 


Current ACTIV-2 Enrollment - 


PPD Select | 1049 | 10/1 _| Great Lakes Clinical Trials LLC | chicago | it 

PPD Select | 1054 | 10/16 | University of Massachusetts Medical School | Worcester | MA 
PPD Select | 1048 10/30 Las Vegas Medical Research | Las Vegas | NV 
PPD Select | 1055 10/16 University of Texas Health Science Center at Houston Houston ™ 


| 180 | | EvergreenHealth Research Kirkland 


Washington 


AIDS Clinical Trials 


Enrollment Total 


Site Number Institution Name Investigator Name Total Currently | Received a Rapid 
Randomized Test Kit 

1003 UCLA Chew, Kara ©), ©) 6) 
1026 AGA Clinical Trials PPDS Altamirano, Dario Arrived today 
1020 Ohio State Malvestutto, Carlos 
1001 UNC Chapel Hill Wohl, David x 
1018 Choudhary, Madhu x 
1013 Vanderbilt Haas, David 
1042 Ukansas Med Center Castro, Mario 
1002 UCSD Benson, Constance 
1011 Cornell Clinical Trials Unit, Evering, Teresa 

New York Presbyterian 

Hospital-Weill Cornell 

Uptown CRS 
1004 Fichtenbaum, Carl 
1016 Gandhi, Rajesh 
1009 Luetkemeyer, Anne x 
1008 Wash U School of Med Presti, Rachel x 
1025 Northwestern Taiwo, Babafemi O 
1031 University of Pennsylvania Tebas-Medrano, Pablo 
1012 University of Washington Collier, Ann 
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Have a nice evening, 
Mary 


Mary Glessner, PA, PMP. 
PPD Senior Director 
b6 


Providing strategie parturrshife and locat expertise tn clialeat research to protect and enhance oobat public heattl 


From: Smith, David < b6 
Sent: Wednesday, September 30, 2020 10:19 PM 
To: Kim, Peter (NIH/NIAID) [E] < b6 Mary Glessner 
(HHS/IOs) < b6 Currier, Judith, M.D. < 
b6 Adedeji, Bola (NIH/NIAID) [E] b6 
Wholley, David (FNIH) [T] 
Cc: Read, Sarah (NIH/NIAID) [E] b6 
Subject: Re: ACTIV2 and Lilly sites 


This email originated outside PPD. Please use caution before clicking links. 


Hi 


(b) @). ) (5) 


Davey 


Davey Smith, MD, MAS 


>; Erhardt, William 
Payton, Manizhe (NIH/NIAID) 
>; Germuga, Donna (NIH/NIAID) 
b6 
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Protocol Chair | ACTIV-2 | riseabove.covid.org 

Head | Division of Infectious Diseases and Global Public Health 
Professor | Department of Medicine 

Co-Director | San Diego Center for AIDS Research (CFAR) 
Florence Seeley Riford Chair in AIDS Research 

University of California San Diego | b6 

Pronouns: he, him, his 


Administrative Contact: 


Colleen Reich | b6 
9500 Gilman Drive, La Jolla, CA 92093-0679 
Ps b6 ['F. b6 


If your research has been supported by the San Diego CFAR, please be sure to acknowledge that support in your 
resulting publications and presentations (Al036214). More on acknowledging CFAR support may be found at 


From: Eron, Joseph J Jr b6 

Sent: Wednesday, September 30, 2020 6:04:30 PM 

To: b6 Mary Glessner b6 Erhardt, William (HHS/IOS) 
< b6 *urrier, Judith, M.D. b6 >; Smith, David 

« ; Payton, Manizhe (NIH/NIAID) [E] b6 Adedeji, Bola (NIH/NIAID) 

[ Germuga, Donna (NIH/NIAID) [E] Wholley, David (FNIH) [T] 

< b6 

Cc: Read, Sarah (NIH/NIAID) [E] b6 


Subject: RE: ACTIV2 and Lilly sites 


Peter 

| don’t have anything to add ~ (b) (4). (b) (5) 
(b) (4). (&) (5) 

Joe 

Joe Eron MD 


Professor of Medicine 
University of North Carolina at Chapel Hill 
School of Medicine 


b6 
From: Kim, Peter (NIH/NIAID) [E] b6 
Sent: Wednesday, September 30, 2020 8:57 PM 
To: Mary Glessner < b6 Erhardt, William (HHS/IOS) b6 >; Judy Currier 

S Rape ‘Davey Smith b6 ; Eron, Joseph J Jr 
Payton, Manizhe (NIH/NIAID) [E] 6 ; Adedeji, Bola (NIH/NIAID) 

[E]< b6 Germuga, Donna (NIH/NIAID) [E] < 6 Wholley, David (FNIH) [T] 
< b6 
Cc: Read, Sarah (NIH/NIAID) [E] b6 


Subject: ACTIV2 and Lilly sites 


Hi all, 
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Just got off the phone with (b) (4). (b) (5) 
) 4). ©) ©) 


We agreed to talk again in 2 weeks. Your thoughts would be appreciated. 
Thanks, 
Peter 


Peter Kim, M.D. 

Director, Therapeutic Research Program 

Division of AIDS 

National Institute of Allergy and Infectious Diseases 

5601 Fishers Lane 

Room 9ESO 

Bethesda, MD 20892-9830* 

(for FedEX, UPS and other courier services use Rockville, MD 20852) 
b6 (office) 


EOE HORS IODIDE III SOS OSI ISO ODORS On EIS n OE 
The information in this e-mail and any of its attachments is confidential and may contain sensitive information. It should 
not be used by anyone who is not the original intended recipient. If you have received this e-mail in error please inform 
the sender and delete it from your mailbox or any other storage devices. 


This email transmission and any documents, files or previous email messages attached to it may contain 
information that is confidential or legally privileged. If you are not the intended recipient or a person 
responsible for delivering this transmission to the intended recipient, you are hereby notified that you must not 
read this transmission and that any disclosure, copying, printing, distribution or use of this transmission is 
strictly prohibited. If you have received this transmission in error, please immediately notify the sender by 
telephone or return email and delete the original transmission and its attachments without reading or saving in 
any manner. 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ESOD2FFOB6C2-COLLINSF] 

Sent: 10/2/2020 1:01:40 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd87510679648859e 1cf101c0943414-adamsj4] 

Subject: ACTIV-2 


Is there an ACTIV-2 enrollment site in the DC area? 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 10/3/2020 1:31:47 PM 

To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4] 

Le Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: FW: CVS - NIH - SARS-CoV-2 Positive outpatient therapy trial 

Hey Stacey, 


Thanks for jumping on this right away — | hope it will lead to some good results. 


Best, Francis 


From: Wholley, David (FNIH) [T] < b6 

Sent: Friday, October 2, 2020 7:24 PM 

To: Adam, Stacey (FNIH) [T] < b6 Cohen, Michael J < b6 Garrigan, TJ 
< b6 Burklow, John (NIH/OD) [E] < b6 Collins, Francis (NIH/OD) [E] 

< b6 Sanquini, Louis < b6 

Ce: Abdelsamad, Omar M < b6 Clapsis, Antonios < b6 

Wood, Gretchen (NIH/OD) [E] < b6 Neuberger, Alina P. < b6 


Subject: RE: CVS - NIH - SARS-CoV-2 Positive outpatient therapy trial 


Thanks so much for your participation in the call this afternoon. Sounds like we can make real progress together. 


From: Adam, Stacey (FNIH) [T] < b6 

Sent: Friday, October 2, 2020 5:20 PM 

To: Cohen, Michael J b6 Garrigan, TJ b6 >; Burklow, John 

(NIH/OD) [E] b6 >; Wholley, David (FNIH) (T] b6 >; Collins, Francis (NIH/OD) [E] 
b6 Sanquini, Louis b6 

Cc: Abdelsamad, Omar M b6 Clapsis, Antonios b6 

Wood, Gretchen (NIH/OD) [E] b6 ; Neuberger, Alina b6 > 


Subject: RE: CVS - NIH - SARS-CoV-2 Positive outpatient therapy trial 

Dear ACTIV and CVS Teams, 

While after this email, we will boil it down to just the primary contact from both sides, | wanted to ensure the whole CVS 
team had access to the protocols discussed, in case that is helpful. Attached are the ACTIV-2 (A5401), ACTIV-4a (Ridker), 
and the C3PO (convalescent plasma) trial protocols, of these except the ACTIV-4a (Ridker) study should be the final 


approved protocols. | will be sure to get the final from Paul and share that before our call. 


As for arranging a call with the ACTIV/CP trial teams, please just send me some good times for your group and | will work 
to align them to our team’s schedules either is a large group or by individual trials, whichever is fastest. 


| will also work on getting the list of all the sites currently open for the trials and their address with zip code. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 
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Director, Cancer 
Research Partnerships 
Direct: b6 Mobile: b6 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938E50D2FFOB6C2-COLLINSF] 


Sent: 10/3/2020 5:25:24 PM 


To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 


Subject: RE: ACTIV-2 


Hi David, 
(6) 6) 


FC 


From: Wholley, David (FNIH) [T] < b6 
Sent: Friday, October 2, 2020 10:43 AM 

To: Collins, Francis (NIH/OD) [E] < b6 
Subject: RE: ACTIV-2 


| see Stacey answered you. (b) (5) 
(b) 5) 


From: Collins, Francis (NIH/OD) [E] b6 

Sent: Friday, October 2, 2020 9:02 AM 

To: Wholley, David (FNIH) [T] < b6 Adam, Stacey (FNIH) [T] < 
Subject: ACTIV-2 


Is there an ACTIV-2 enrollment site in the DC area? 


b6 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 10/1/2020 3:00:28 PM 

To: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e5967 78304f781f-austinc]; Anderson, James (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Tabak, Lawrence 
(NIH/OD) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2 24446614 0faa9SaaaafeO6ebd70-parkeras] 

Subject: confidential OWS ppt 

Attachments: 2020-10-01 OWS board briefing Vx Tx overview v.1.pdf 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 1/14/2021 2:42:19 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Menetski, Joseph (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc42427ea3d34f1.e072f8cb7-menetskijp] 

cc; Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Adam, Stacey (FNIH) (T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f067964885 9e1cf101c0943414-adamsj4]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d345Seaf14854c83f41d84-freiremc] 

Subject: RE: virus variants and Stoffels 


Hi David, 


Thanks for this background. | will send Janet a note and include the one-year version of the proposal, and my 
ppt file from last Saturday’s ASPR-convened call. I'll ask her whether she sees a path forward to support of the 
project through OWS, and encourage her to speak up about this at the LT. 


FC 

From: Wholley, David (FNIH) [T] < b6 

Sent: Wednesday, January 13, 2021 7:59 PM 

To: Collins, Francis (NIH/OD) [E] < v6 Menetski, Joseph (FNIH) [T] < b6 

Ce: Tabak, Lawrence (NIH/OD) [E] < b6 Adam, Stacey (FNIH) [T] < b6 Freire, Maria 
(FNIH) [T] < b6 


Subject: RE: virus variants and Stoffels 


Hi Francis, 


(b) (5) 


COLL0000019115 


0) 6) 


David 

From: Collins, Francis (NIH/OD) [E] < b6 > 

Sent: Wednesday, January 13, 2021 1:39 PM 

To: Menetski, Joseph (FNIH) [T] b6 >; Wholley, David (FNIH) [T] b6 
Ce: Tabak, Lawrence (NIH/OD) [E] < b6 


Subject: FW: virus variants and Stoffels 
Hi Joe and David, 
See note below from Janet. (b) (5) 


Another note from Paul Stoffels — he will be on a plane tomorrow (first visit to the US since March) and will 
miss the LT. This is really unfortunate — no Stoffels and no Dolsten. Should we consider rescheduling? 


FC 

From: Woodcock, Janet b6 
Sent: Wednesday, January 13, 2021 1:16 PM 
To: Collins, Francis (NIH/OD) [E] < b6 


Subject: virus variants 


Francis | saw the proposal you made for ACTIV on this issue. Unfortunately, I'll not be able to be at all the exec comm 
meeting tomorrow. 


As you probably know, OWS/therapeutics research group that includes NIAID folk are doing pseudovirus variant neut 


testing in CBER labs. Most of the MoAb sponsors have agreed to participate. The global circulating variants are being 
given priority. 


COLL0000019115 


We are also funding live virus testing for leading variants, that will start as soon as they get the virus. 


CDER/FDA is interested in a having a strategy in case variants start to predominate, both for AB development and | don’t 
know about vaccines, haven't talked to Peter. They think a public meeting should be help on this at some point. 


I'll try to come to as much of the exec comm as possible. Are you going to raise these issues here? jw 


COLL0000019115 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 10/5/2020 11:15:55 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257 -wholleyd]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4] 

Subject: FW: Clinical trial sites for Regeneron and Lilly therapeutics 


Oh boy. Maybe it's a way to increase trial enrollment? 


ate Original Message----- 

From: Mango, Paul (HHS/IOS) < 

Sent: Monday, October 5, 2020 9:44 AM 

To: Collins, Francis (NIH/oD) [E] < b6 

Subject: Clinical trial sites for Regeneron and Lilly therapeutics 

Francis- would you please have someone send me the ACTIV trial site locations for Regeneron and Lilly 
ACTIV outpatient and inpatient trials. As one can imagine, there is heightened interest in getting access 
to these treatments 


Sent from my iPhone 


COLL0000019116 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 10/6/2020 11:51:59 AM 

To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875{0679648859e 1cf101c0943414-adamsj4]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane] 

Subject: RE: Clinical trial sites for Regeneron and Lilly therapeutics 


Both would be great, thanks. 


tate ‘Original Message----- 


From: Adam, Stacey (FNIH) [T] < b6 

Sent: Monday, October 5, 2020 7:22 PM 

To: Collins, Francis (NIH/oD) [El < v6 Wholley, David (FNIH) [T] < b6 
Lane, Cliff (NIH/NIAID) [E] < b6 


Subject: RE: Clinical trial sites tor Regeneron and Lilly therapeutics 
Hi Francis, 


Would you like just the currently activated sites? Or would like the full list including the targeted 
sites that we hope to open? 


Thanks, 
stacey 


Stacey J. Adam, PhD 

Director, Cancer 

Research Partnerships 

Direct: b6 | Mobile: b6 


Saas original Message----~- 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Monday, October 5, 2020 7:16 PM 

To: wholley, David (FNIH) [Tl < b6 Lane, Cliff (NIH/NIAID) [E] < b6 
Adam, Stacey (FNIH) [T] < b6 

Subject: FW: Clinical trial sites Tor Regeneron and Lilly therapeutics 


Oh boy. Maybe it's a way to increase trial enrollment? 


- Original Message----- 

From: Mango, Paul (HHS/IOS) < b6 

Sent: Monday, October 5, 2020 9:44 AM 

To: Collins, Francis (NIH/oD) [E] < 

Subject: Clinical trial sites for Regeneron and Lilly therapeutics 


Francis- would you please have someone send me the ACTIV trial site locations for Regeneron and Lilly 
ACTIV outpatient and inpatient trials. As one can imagine, there is heightened interest in getting access 
to these treatments 


Sent from my iPhone 


COLL0000019129 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 10/6/2020 2:37:04 PM 

To: Daniel Skovronsky [ b6 

cc: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: FW: Clinical trial sites for Regeneron and Lilly therapeutics 

Hi Dan, 


Just wanted to Tet you know (start at bottom of the thread) that Paul Mango of ows asked for information 
about recruitment sites for mAb trials. 


Francis 
Sone Original Message----~ 

From: Wholley, David (FNIH) [T] < b6 

Sent: Tuesday, October 6, 2020 8:57 AM 

To: Collins, Francis (NIH/OD) [E] < b6 

Subject: RE: Clinical trial sites for Regeneron and Lilly therapeutics 
Should you let Dan Skovronsky know about this? 


Sata Original Message----- 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Tuesday, October 6, 2020 7:52 AM 

To: Adam, Stacey (FNIH) [Tl] < b6 Wholley, David (FNIH) [T] < b6 Lane, Cliff 
(NIH/NIAID) [E] < b6 -gov> 


Subject: RE: Clinical trial sites for Regeneron and Lilly therapeutics 
Both would be great, thanks. 


coon ‘Original Message----- 


From: Adam, Stacey (FNIH) [T] < b6 

Sent: Monday, October 5, 2020 7:22 PM 

To: Collins, Francis (NIH/OD) [E] < b6 .gov>; Wholley, David (FNIH) [T] < b6 
Lane, Cliff (NIH/NIAID) [E] < b6 


Subject: RE: Clinical trial sites tor Regeneron and Lilly therapeutics 
Hi Francis, 


Would you like just the currently activated sites? or would like the full list including the targeted 
sites that we hope to open? 


Thanks, 
stacey 


Stacey J. Adam, PhD 

Director, Cancer 

Research Partnerships 

Direct: b6 | Mobile: ( b6 


Sette Original Message----- 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Monday, October 5, 2020 7:16 PM 

To: wholley, David (FNIH) [T] b6 Lane, Cliff (NIH/NIAID) [E] b6 
Adam, Stacey (FNIH) [T] < bo 

Subject: FW: Clinical trial sites for Regeneron and Lilly therapeutics 


Oh boy. Maybe it’s a way to increase trial enrollment? 


9 
From: Mango, Paul (HHS/IOS) b6 
Sent: Monday, October 5, 2020 9:44 AM 
To; Collins, Francis (NIH/oD) [E] < b6 
Subject: Clinical trial sites for Regeneron and Lilly therapeutics 


Francis- would you please have someone send me the ACTIV trial site locations for Regeneron and Lilly 


ACTIV outpatient and inpatient trials. As one can imagine, there is heightened interest in getting access 
to these treatments 


COLL0000019130 


sent from my iPhone 


COLL0000019130 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 10/6/2020 4:41:03 PM 

To: Fauci, Anthony (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=df38103d75 134f658ae2d356f0396b94-afauci]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane] 

Subject: FW: Clinical trial sites for Regeneron and Lilly therapeutics 


See note below from Dan -- suggesting Lilly is doing a press release tomorrow about their combo. 
Interested in getting on a call with him? 


I can't do this until 7 pm tonight, however. Let me know if you'd like me to set something up. 
Francis 

aR R Original Message----~ 

From: Daniel Skovronsky < v6 

Sent: Tuesday, October 6, 2020 10:51 Am 

To: Collins, Francis (NIH/oD) [E] < b6 

Subject; RE: Clinical trial sites for Regeneron and Lilly therapeutics 


Thanks Francis, sorry I don't know Paul Mango or what OWS will do with this information. Perhaps as you 
suggest there can be some boost to enrollment. 


Separately, we've had some more discussions with the FDA based on the combo data (which you saw) and 
there has been very good progress. I'm happy to update you today if you like. Most likely we will PR 
the combo data tomorrow along with an update on progress on other fronts. 

Best, 


Dan 


Original Message- 
Collins, Francis (NIH/OD) [E] < b6 

Sent: Tuesday, October 6, 2020 10:37 AM 

To: Daniel Skovronsky < b6 

Cc: Wholley, David (FNIH) [TJ < b6 

Subject: [EXTERNAL] FW: Clinical trial sites tor Regeneron and Lilly therapeutics 


EXTERNAL EMAIL: Use caution before replying, clicking links, and opening attachments. 
Hi Dan, 


Just wanted to let you know (start at bottom of the thread) that Paul Mango of ows asked for information 
about recruitment sites for mAb trials. 


Francis 
sane Original Message----- 

From: Wholley, David (FNIH) [T] < b6 

Sent: Tuesday, October 6, 2020 8:5/ AM 

To: Collins, Francis (NIH/oD) [&] < b6 

Subject: RE: Clinical trial sites for Regeneron and Lilly therapeutics 
Should you let Dan Skovronsky know about this? 


rnminn orginal Message----- 


From: Collins, francis (NIH/OD) [E] < b6 

Sent: Tuesday, October 6, 2020 7:52 AM 

To: Adam, Stacey (FNITH) itl b6 Wholley, David (FNIH) [T] < b6 Lane, Cliff 
(NIH/NIATD) [E] < bo 


Subject: RE: Climcal trial sites tor Regeneron and Lilly therapeutics 
Both would be great, thanks. 


Saar ‘Original Message----- 
From: Adam, Stacey (FNIH) [T] < v6 


COLL0000019131 


Sent: Monday, October 5, 2020 7:22 PM 

To: Collins, Francis (NIH/oD) [E] < b6 Wholley, David (FNIH) [T] < b6 
Lane, Cliff (NIH/NIAID) [E] < b6 

Subject: RE: Clinical trial sites tor Regeneron and Lilly therapeutics 


Hi Francis, 


Would you like just the currently activated sites? Or would like the full list including the targeted 
sites that we hope to open? 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

Director, Cancer 

Research Partnerships 

Direct: b6 | Mobile: b6 


wane Original Message----- 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Monday, October 5, 2020 7:16 PM 

To: wholley, David (FNIH) [Tl] < b6 Lane, Cliff (NIH/NIAID) [E] < b6 
Adam, Stacey (FNIH) [T] < b6 

Subject; FW: Clinical trial sites tor Regeneron and Lilly therapeutics 


Oh boy. Maybe it's a way to increase trial enrollment? 


wore ‘Original Message----- 

From: Mango, Paul (HHS/IOS) < b6 

Sent: Monday, October 5, 2020 9:44 AM 

To: Collins, Francis (NIH/OD) [E] < v6 

Subject: Clinical trial sites for Regeneron and Lilly therapeutics 


Francis- would you please have someone send me the ACTIV trial site locations for Regeneron and Lilly 
ACTIV outpatient and inpatient trials. As one can imagine, there is heightened interest in getting access 
to these treatments 


Sent from my iPhone 


COLL0000019131 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 1/21/2021 11:51:03 AM 

To: Marston, Hilary (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab30660917b942ffba9ae95d631116f3-marstonhd] 

Ld Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Fauci, Anthony 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=df38103d75 134f658ae2d356f0396b94-afauci) 

Subject: RE: transitioning to NSC 


Hey Hilary, 


Congratulations on this fantastic new opportunity! It will be great for NIH to have such a knowledgeable 
friend at NSC, 


Yes, I'd be glad to have Alan Embry join the ACTIV Leadership Team. I’m looping in David Wholley to make 
that happen. 


You've been a fantastic part of our NIH team in this challenging year. | look forward to working with you in 
your new perch! 


Best, Francis 


From: Marston, Hilary (NIH/NIAID) [E] < b6 
Sent: Wednesday, January 20, 2021 10:37 PM 
To: Collins, Francis (NIH/OD) [E] < b6 


Subject: transitioning to NSC 


A quick update — | am going to be detailing down to NSC as Director of Medical Biopreparedness and Response. Alan 
Embry from DMID will be detailing to Tony’s office and taking on my prior responsibilities. Tony suggested that he might 
join the ACTIV leadership meetings (something | found quite useful) if you are amenable. 

And | do hope that we'll have a chance to work together in the new role. My responsibilities are still a bit TBD, but | will 
definitely be working on international access to covid vaccines, research preparedness and emerging COVID topics. 
Thanks so much for all of your leadership and | look forward to crossing paths in the near future. 


Warm regards always, 
Hilary 


Hilary D. Marston, MD MPH 


NIH Cell: b6 
NSC cell: b6 
Email: b6 


COLL0000019132 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 
Sent: 10/6/2020 5:52:09 PM 
To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 
ce: Wood, Gretchen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs] 
Subject: RE: 10.7 ACTIV Executive Committee Meeting 20201006.pptx 


Looks good, thanks. 


From: Wholley, David (FNIH) [T] < b6 

Sent: Tuesday, October 6, 2020 1:21 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Wood, Gretchen (NIH/OD) [E] < b6 

Subject: 10.7 ACTIV Executive Committee Meeting 20201006.pptx 


Francis, here are the updated slides for tomorrow morning’s EC call. | thought I'd send them to you one last time in case 
you wanted to see them. I'd like to send them out by 4. PS—have a note in to John Beigel to make sure ACTIV-S is still 


launching this week. 


Please let me know any changes. Thanks, David 


COLL0000019133 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 10/6/2020 6:04:54 PM 

To: Daniel Skovronsky [ b6 

Subject: RE: Clinical trial sites for Regeneron and Lilly therapeutics 
Hi Dan, 


If I can line up Tony and Cliff, would you be willing to do a call at 7 pm tonight? 
Francis 


ween Original Message----- 

From: Daniel Skovronsky < 

Sent: Tuesday, October 6, 2020 10:51 AM 

To: Collins, Francis (NIH/oD) [E] < 

Subject: RE: Clinical trial sites for Regeneron and Lilly therapeutics 


Thanks Francis, sorry I don't know Paul Mango or what OWS will do with this information. Perhaps as you 
suggest there can be some boost to enrollment. 


Separately, we've had some more discussions with the FDA based on the combo data (which you saw) and 
there has been very good progress. I'm happy to update you today if you like. Most likely we will PR 
the combo data tomorrow along with an update on progress on other fronts. 


Best, 


Dan 


werent ger Message----- 

From: lins, Francis (NIH/OD) [€] <: b6 

Sent: Tuesday, October 6. 2020 10:37 AM 

To; Daniel Skovronsky < b6 

Ce: Wholley, David (FNIH) [TJ < 

Subject: [EXTERNAL] FW: Clinical trial sites tor Regeneron and Lilly therapeutics 


EXTERNAL EMAIL; Use caution before replying, clicking links, and opening attachments. 
Hi Dan, 


Just wanted to Tet you know (start at bottom of the thread) that Paul Mango of OWS asked for information 
about recruitment sites for mAb trials. 


Francis 

woe- Original Message----- 

From: wholley, David (FNIH) [T] < b6 

Sent: Tuesday, October 6, 2020 8:5/ AM 

To: Collins, Francis (NIH/oD) [E] < b6 

Subject: RE: Clinical trial sites for Regeneron and Lilly therapeutics 
Should you let Dan Skovronsky know about this? 


arene ‘Original Message----- 


From: Collins, Francis (NIH/OD) [€] < v6 

Sent: Tuesday, October 6, 2020 7:52 AM 

To: Adam, Stacey (FNIH) [Tl] < b6 Wholley, David (FNIH) [T] < b6 Lane, Cliff 
(NIH/NTATD) [E] < b6 


Subject: RE: Climcal trial sites tor Regeneron and Lilly therapeutics 
Both would be great, thanks. 


-----Original Message----- 


From: Adam, Stacey (FNIH) [T] < b6 

Sent: Monday, October 5, 2020 7:22 PM 

To: Collins, Francis (NIH/OD) [El < b6 wholley, David (FNIH) [T] < b6 
Lane, Cliff (NIH/NIAID) [E] < b6 


Subject: RE: Clinical trial sites tor Regeneron and Lilly therapeutics 


COLL0000019134 


Hi Francis, 


Would you like just the currently activated sites? Or would like the full list including the targeted 


sites that we hope to open? 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

Director, Cancer 

Research Partnerships 

Direct: b6 | Mobile: b6 


aati Original Message----- 
From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Monday, October 5S, 2020 7:16 PM 


To: Wholley, David (FNIH) [T1 sve b6 Lane, Cliff (NIH/NIAID) [E] < 


Adam, Stacey (FNIH) [T] < 
Subject: FW: Clinical trial sites tor Regeneron and Lilly therapeutics 


Oh boy. Maybe it’s a way to increase trial enrollment? 


aaa Original Message-~--- 

From: Mango, Paul (HHS/IOS) < b6 

Sent: Monday, October 5, 2020 9:44 AM 

To: Collins, Francis (NIH/OD) [E] < b6 

Subject: Clinical trial sites for Regeneron and Lilly therapeutics 


b6 


Francis- would you please have someone send me the ACTIV trial site locations for Regeneron and Lilly 
ACTIV outpatient and inpatient trials. As one can imagine, there is heightened interest in getting access 


to these treatments 


Sent from my iPhone 


COLL0000019134 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 10/6/2020 7:49:19 PM 

To: Cheryl A. Macdougall [ b6 

cc: Lane, Cliff (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane] 

Subject: RE: Clinical trial sites for Regeneron and Lilly therapeutics 


Please add Cliff Lane for 7 pm. Still waiting to hear from Dr. Fauci. 
Francis 


States ‘Original Message----~- 

From: Cheryl A. Macdougall < 

Sent: Tuesday, October 6, 2020 2:54 PM 

To: Collins, Francis (NIH/OD) [E] < 

Cc: Cheryl A. Macdougall < 

Subject: FW: Clinical trial sites tor Regeneron and Lilly therapeutics 


Bes callings I will send a meeting notice from Dan's calendar for 7p today. I'm happy to add others if 
needed. 


Stay well, Chery] 


Cheryl MacDougal] 
Sr. Executive Assistant to Daniel Skovronsky, M.D., PhD President, Lilly Research Laboratories - chief 
Scientific Officer £11 Lilly and Company Lilly Corporate Center, Indianapolis, IN 46285 
office 
b6 mobile 
b6 


I stand in solidarity against injustice an in support of humanity! 


Confidentiality Notice: This e-mail message from Eli Lilly and Company (including al] attachments) is for 
the sole use of the intended recipient(s) and may contain privileged and confidential information. Any 
unauthorized review, use, disclosure, copying or distribution is strictly prohibited. If you are not the 
intended recipient, please contact the sender by reply e-mail and destroy all copies of the original 
message. 


oo original Message----- 
From: Daniel Skovronsky 

Sent: Tuesday, October 6, 2020 2:06 PM 

To: Collins, Francis (NIH/OD) [E] < 

Subject: RE: Clinical trial sites for Regeneron and Lilly therapeutics 


Yes, of course, Thanks! 

alors ‘Original Message-~--- 

From: Collins, Francis (NIH/oD) [Ee] < b6 

Sent: Tuesday, October 6. 2020 2:05 PM 

To: Daniel Skovronsky <. b6 

Subject: [EXTERNAL] RE: Clinical trial sites for Regeneron and Lilly therapeutics 
EXTERNAL EMAIL: Use caution before replying, clicking links, and opening attachments. 
Hi Dan, 


If I can line up Tony and Cliff, would you be willing to do a call at 7 pm tonight? 


Francis 

eames ‘Original Message----- 

From: Daniel Skovronsky < b6 
Sent: Tuesday, October 6, 2020 10:51 AM 

To: Collins, Francis (NTH/oD) [E] < b6 


Subject: RE: Clinical trial sites for Regeneron and Lilly therapeutics 


Thanks Francis, sorry I don't know Paul Mango or what OWS will do with this information. Perhaps as you 
suggest there can be some boost to enrollment. 


COLL0000019137 


Separately, we've had some more discussions with the FDA based on the combo data (which you saw) and 
there has been very good progress. I'm happy to update you today if you like. Most likely we will PR 
the combo data tomorrow along with an update on progress on other fronts. 


Best, 


Dan 


onennt ‘Original Message----- 

From: Collins, Francis (NIH/oD) [E] < b6 

Sent: Tuesday, October 6. 2020 10:37 AM 

To: Daniel Skovronsky < b6 

Cc: Wholley, David (FNIH) [TJ <dwholley@tnih.org> 

Subject: [EXTERNAL] FW: Clinical trial sites for Regeneron and Lilly therapeutics 


EXTERNAL EMAIL: Use caution before replying, clicking links, and opening attachments. 
Hi Dan, 


Just wanted to let you know (start at bottom of the thread) that Paul Mango of OWS asked for information 
about recruitment sites for mAb trials. 


Francis 

wore ‘Original Message----- 

From: Wholley, David (FNIH) [T] < b6 

Sent: Tuesday, October 6, 2020 8:57 AM 

To: Collins, Francis (NIH/0D) [E] < b6 

Subject: RE: Clinical trial sites for Regeneron and Lilly therapeutics 
Should you Tet Dan Skovronsky know about this? 


auame original Message----~ 


From: Collins, franc (NrH/oD)_[E] < b6 

Sent: Tuesday, October 6, 2020 7:52 AM 

To: Adam, Stacey (FNIH) inal <sadam@fnih.org>; Wholley, David (FNIH) [T] < b6 Lane, Cliff 
(NIH/NIAID) [E] < b6 +gOVv> 


Subject: RE: Clinical trial sites for Regeneron and Lilly therapeutics 
Both would be great, thanks. 


----- Original Message-~-~- 


From: Adam, Stacey CENTAD (Tl < b6 

Sent: Monday, October 5, 2020 7:22 PM 

To: Collins, Francis (NIH/OD) [El < b6 «gov>; Wholley, David (FNIH) [T] < b6 
Lane, Cliff (NIH/NIAID) [E] < b6 th. gov> 


Subject: RE: Clinical trial sites tor Regeneron and Lilly therapeutics 
Hi Francis, 


Would you like just the currently activated sites? Or would like the full list including the targeted 
sites that we hope to open? 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

Director, Cancer 

Research Partnerships 

Direct: ( b6 | Mobile: b6 


cielata ‘Original Message----- 


From: Collins, Francis (NIH/OD) [E] < b6 .gov> 

Sent: Monday, October 5, 2020 7:16 PM 

To: wholley, David (FNIH) [T1 < b6 >; Lane, Cliff (NIH/NIAID) [E] < b6 
Adam, Stacey (FNIH) [T] < b6 


Subject: FW: Clinical trial sites tor Regeneron and Lilly therapeutics 
Oh boy. Maybe it’s a way to increase trial enrollment? 
eine: Original Message----- 


From: Mango, Paul (HHS/IOS) < b6 
Sent: Monday, October 5, 2020 9:44 AM 


COLL0000019137 


To: Collins, Francis (NIH/OD) [E] b6 
Subject: Clinical trial sites for Regeneron and Lilly therapeutics 


Francis- would you please have someone send me the ACTIV trial site locations for Regeneron and Lilly 


ACTIV outpatient and inpatient trials. As one can imagine, there is heightened interest in getting access 
to these treatments 


Sent from my iPhone 


COLL0000019137 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 10/6/2020 8:47:49 PM 

To: Cheryl A. Macdougall [ b6 

(ae Lane, Cliff (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane] 

Subject: RE: Clinical trial sites for Regeneron and Lilly therapeutics 


Dr. Fauci has another commitment, so it will be Dan, Cliff, and me. 
Francis 


States ‘Original Message----- 

From: Cheryl A. Macdougall < 

Sent: Tuesday, October 6, 2020 3:52 PM 

To: Collins, Francis (NIH/oD) [E] < b6 

Cc: Lane, Cliff (NIH/NIAID) [E] < po 

Subject: RE: Clinical trial sites for Regeneron and Lilly therapeutics 


Thanks - just sent! 


erscey Original Message----- 
From: Collins, Francis (NTH/oD) [E] < b6 

Sent: Tuesday, October 6, 2020 3:49 PM 

To: Cheryl A. Macdougall < 

Cc: Lane, Cliff (NIH/NIAID) LE] < b6 

Subject: [EXTERNAL] RE: Clinical trial sites tor Regeneron and Lilly therapeutics 


EXTERNAL EMAIL: Use caution before replying, clicking links, and opening attachments. 
Please add Cliff Lane for 7 pm. Still waiting to hear from Dr. Fauci. 
Francis 


etalatatas ‘Original Message----- 

From: Cheryl A. Macdougall < 

Sent: Tuesday, October 6, 2020 2:54 PM 

To: Collins, Francis (NIH/OD) [£1 < 

Cc: Cheryl A. Macdougall < 

Subject: FW: Clinical trial sites tor Regeneron and Lilly therapeutics 


Dr. collins, Iwill send a meeting notice from Dan's calendar for 7p today. I'm happy to add others if 
needed. 


Stay well, Cheryl 


Cheryl MacDougall 
Sr. Executive Assistant to Daniel Skovronsky, M.D., PhD President, Lilly Research Laboratories - Chief 
scientific officer Eli Lilly and company Lilly Corporate Center, Indianapolis, IN 46285 
office 
b6 mobile 


I stand in solidarity against injustice an in support of humanity! 


Confidentiality Notice: This e-mail message from Eli Lilly and Company (including all attachments) is for 
the sole use of the intended recipient(s) and may contain privileged and confidential information. Any 
unauthorized review, use, disclosure, copying or distribution is strictly prohibited. If you are not the 
intended recipient, please contact the sender by reply e-mail and destroy all copies of the original 
message. 


aan Original Message----- 

From: Daniel Skovronsky 

Sent: Tuesday, October 6, 2020 2:06 PM 

To: Collins, Francis (NIH/oD) [E] < b6 

Subject: RE: Clinical trial sites for Regeneron and Lilly therapeutics 


Yes, of course. Thanks! 


COLL0000019138 


-----Original Message----- 

From: Collins, Francis (NIH/oD) [Ee] b6 

Sent: Tuesday, October 6. 2020 2:05 PM 

To: Daniel Skovronsky b6 

Subject: [EXTERNAL] RE: Clinical trial sites tor Regeneron and Lilly therapeutics 


EXTERNAL EMAIL: Use caution before replying, clicking links, and opening attachments. 
Hi Dan, 


If I can line up Tony and Cliff, would you be willing to do a call at 7 pm tonight? 


Francis 

aati Original Message----- 

From: Daniel Skovronsky < b6 
Sent: Tuesday, October 6, 2020 10:51 AM 

To: Collins, Francis (NIH/oD) [E] b6 


Subject: RE: Clinical trial sites tor Regeneron and Lilly therapeutics 


Thanks Francis, sorry I don't know Paul Mango or what OWS will do with this information. Perhaps as you 
suggest there can be some boost to enrollment. 


Separately, we've had some more discussions with the FDA based on the combo data (which you saw) and 
there has been very good progtess- I'm happy to update you today if you like. Most likely we will PR 
the combo data tomorrow along with an update on progress on other fronts. 


Best, 


Dan 


ite Original Message----- 

From: Collins, Francis (NIH/oD) [E] < b6 

Sent: Tuesday, October 6, 2020 10:37 AM 

To: Daniel Skovronsky b6 

Wholley, David (FNIH) [TJ < b6 

Subject: [EXTERNAL] FW: Clinical trial sites tor Regeneron and Lilly therapeutics 


EXTERNAL EMAIL: Use caution before replying, clicking links, and opening attachments. 
Hi Dan, 


Just wanted to let you know (start at bottom of the thread) that Paul Mango of Ows asked for information 
about recruitment sites for mAb trials. 


Francis 

mene Original Message----- 

From: wholley, David (FNIH) [T] < b6 

Sent: Tuesday, October 6, 2020 8:57 AM 

To: Collins, Francis (NIH/oD) [E] < b6 

Subject: RE: Clinical trial sites for Regeneron and Lilly therapeutics 
Should you let Dan Skovronsky know about this? 


ala ‘Original Message----- 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Tuesday, October 6, 2020 7:52 AM 

To: Adam, Stacey (FNIH) [T] < b6 Wholley, David (FNIH) [T] < b6 Lane, Cliff 
(NIH/NTATD) [E] < b6 


Subject: RE: Clinical trial sites tor Regeneron and Lilly therapeutics 
Both would be great, thanks. 


aaa ‘Original Message----- 


From: Adam, Stacey (FNIH) [T] < b6 
Sent: Monday, October 5, 2020 7:22 PM 
To: Collins, Francis (NIH/oD) [&] < b6 wholley, David CFNTH) [T] < b6 


Lane, Cliff (NIH/NIAID) [E] <clane@miaid.nih.gov> 
Subject: RE: Clinical trial sites for Regeneron and Lilly therapeutics 


Hi Francis, 


Would you like just the currently activated sites? Or would like the full list including the targeted 
sites that we hope to open? 


COLL0000019138 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

Director, Cancer 

Research Partnerships 

Direct: ( b6 | Mobile: b6 


mone ‘Original Message----- 
From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Monday, October 5, 2020 7:16 PM 


To: wholley, David (FNIH) [T1 See b6 ; Lane, Cliff (NIH/NIAID) [E] < 


Adam, Stacey (FNIH) [T] < 
Subject: FW: Clinical trial sites tor Regeneron and Lilly therapeutics 


Oh boy. Maybe it's a way to increase trial enrollment? 


wane Original Message----- 

From: Mango, Paul (HHS/IOS) <Paul. b6 

Sent: Monday, October 5, 2020 9:44 AM 

To: Collins, Francis (NIH/oD) [E] < b6 

Subject: Clinical trial sites for Regeneron and Lilly therapeutics 


b6 i 


Francis- would you please have someone send me the ACTIV trial site locations for Regeneron and Lilly 
ACTIV outpatient and inpatient trials. As one can imagine, there is heightened interest in getting access 


to these treatments 


Sent from my iPhone 


COLL0000019138 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 10/7/2020 3:30:27 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: FW: NCI Community-Based Cancer Centers to the rescue? 


Just sent this to Ned in the aftermath of the EC discussion. 


From: Collins, Francis (NIH/OD) [E] 

Sent: Wednesday, October 7, 2020 11:30 AM 

To: Sharpless, Norman (NIH/NCI) [E] < b6 
Subject: NCI| Community-Based Cancer Centers to the rescue? 
Hi Ned, 


() (5) 


Francis 


COLL0000019141 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 10/7/2020 4:30:16 PM 

To: Sharpless, Norman (NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=340f3d07b6644da7 acaS3ab83dc066ef-sharplessne] 

ce: Togashi, Mieko (NIH/NC1) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=136a7 3bd42274938aa467e738767f83e-togashim]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabak!]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd875f067964885 9e1cf101c0943414-adamsj4]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc] 


Subject: RE: NCI Community-Based Cancer Centers to the rescue? 
Hey Ned, 
That would be great — and (b) (5) I’m looping in David 


Wholley to see how to set up the right group of ACTIV team members. This could be really important. 


Francis 


From: Sharpless, Norman (NIH/NCI) [E] < b6 

Sent: Wednesday, October 7, 2020 12:26 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Togashi, Mieko (NIH/NCI) [E] < b6 

Subject: RE: NCI Community-Based Cancer Centers to the rescue? 


) 6) 


Ned 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Wednesday, October 7, 2020 11:30 AM 

To: Sharpless, Norman (NIH/NCI) [E] < b6 
Subject: NCI Community-Based Cancer Centers to the rescue? 


Hi Ned, 
(b) (5) 


COLL0000019144 


®) 6) 


Francis 


COLL0000019144 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 10/7/2020 4:32:28 PM 

To: Mango, Paul (HHS/I0S) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c1a86b914f8245fObff6f975 1c44e37d-Paul.Mango.] 

cc: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4] 

Subject: FW: Clinical trial sites for Regeneron and Lilly therapeutics 


Attachments: ACTIV-2 Site list_07 Oct 2020-HHS.xIsx; ACTIV-3 Master Site List_2020-10-07-HHS.xIsx 


See below and attached for response to your request. ACTIV-2 is outpatients, ACTIV-3 is inpatients. 
Note that so far Regeneron has not agreed to join ACTIV, they are still thinking about it. 


Francis 


Original Message- 


From: Adam, Stacey (FNIH) [T] < b6 

Sent: Wednesday, October 7, 2020 12:0/ PM 

To: Collins, Francis (NIH/OD) [El < b6 Wholley, David (FNIH) [T] < b6 
Lane, Cliff (NIH/NIATD) [E) b6 


Subject: RE: Clinical trial sites tor Regeneron and Lilly therapeutics 
Hi Francis, 


Attached are excel files for ACTIV-2 and ACTIV-3 trials. They each have two tabs. 1 with currently open 
sites and one with targeted sites for the network. 


The phone numbers for the sites and for ACTIV-3 they do not have the street addresses. Do we think these 
are essential for HHS's purposes? 


Also, just as a note, a similar request was sent to OWS, and I am currently working with that team to try 
and find a was to get currently opens sites on a website that could be provided to the white House and 
others to point to the trials. Happy to discuss this further if needed, but wanted you to know a similar 
request was coming from other angles. 


Please let me know if we think these site lists need to be in a different format. 


Finally, please keep in mind that these sites will only cover Lilly's agent partially and Regeneron not 
at all as they have not yet entered the trial. 


Thanks, 
Stacey 


Stacey J, Adam, PhD 

Director, Cancer 

Research Partnerships 

Direct: b6 | Mobile: b6 


-----Original Message----- 

From: Mango, Paul (HHS/IOS) < b6 

Sent: Monday, October 5, 2020 9:44 AM 

To: Collins, Francis (NIH/oD) [E] < v6 

Subject: Clinical trial sites for Regeneron and Lilly therapeutics 


Francis- would you please have someone send me the ACTIV trial site locations for Regeneron and Lilly 
ACTIV outpatient and inpatient trials. As one can imagine, there is heightened interest in getting access 
to these treatments 


Sent from my iPhone 


COLL0000019146 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 10/7/2020 5:46:10 PM 

To: Mango, Paul (HHS/I0S) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c1a86b914f8245fObff6f975 1c44e37d-Paul.Mango.] 

ce: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4] 

Subject: More on Clinical trial sites for Regeneron and Lilly therapeutics 


Attachments: 070CT2020 OWS Clinical trial consolidated site list.xlsx 


Hi Paul, 


| just found out that OWS has also responded to a similar request about sites for Lilly and 
Regeneron. Probably you already have this, but just in case, here is their summary, which includes additional 
sites beyond ACTIV-2 and ACTIV-3. 


Also, this has all the contact information, some of which was not provided in ours. 


For orientation: 
e@ The Summary Tab represents all sites across the various studies 
co. If the same site and PI is split across studies it is represented on one line and multiple check 
marks against that site 
o. If there are multiple Pls at the same site then we have split it out over multiple rows (e.g. 
Baylor, Scott, White) 
oO. There’s several site level info. that was not available in the initial data sets that we are chasing 
down (currently marked in red) 
e The backup Tabs represent the individual studies and info. 


FYI — as you are aware, ACTIV-3 is inpatient study that includes the Lilly 555 mAb. Regeneron is considering 
joining that. 


Francis 


COLL0000019149 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 10/9/2020 1:33:19 AM 

To: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f4.1d84-freiremc]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cic7ee770-tabdakl] 

Subject: RE: Lab coats and scrub tops for ACTIV sites 


YES! Including the big bold letters. 


Francis 

From: Freire, Maria (FNIH) [T] < v6 

Sent: Thursday, October 8, 2020 7:27 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 


Subject: Lab coats and scrub tops for ACTIV sites 

Francis, Larry — 

Stacey let us know yesterday that her WG members are keen to get lab coats and scrub tops printed with the ACTIV logo 
for the ACTIV therapeutic clinical trials teams. The idea is to build an ACTIV community and boost morale. (We did this 


for the folks involved with the NIAID clinical trials for the Ebola vaccine and it went over very well.) 


We can do support this from some private donations we have received. The lab coats and scrubs are useful and 
functional, not decorative chotskies. It would be approximately 1,000 lab coats for the Pls and 5,000 scrub tops. 


Now, here is the kicker: we don’t have an ACTIV logo and everybody's knickers are in a twist. Good grief! | suggest we 
just print ACTIV in big bold letters, in an attractive blue or something, where the embroidery would go. 


Please say yes. 


Wish that all our problems were this difficult. Cheers, M. 


COLL0000019154 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 10/9/2020 1:57:16 PM 

To: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc] 

cc: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tadakl]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1afS2dc4a427ea3d34f1e072f8cb7-menetskijp] 

Subject: RE: Updates 


Great, thank youl! 


From: Freire, Maria (FNIH) [T] < b6 

Sent: Friday, October 9, 2020 9:48 AM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Tabak, Lawrence (NIH/OD) [E] < b6 Menetski, Joseph (FNIH) [T] < b6 
Subject: Updates 


Francis, here is where we are on the 2 action items from this morning's call: 
© Cheryl is already working to set up the call with you, Paul, and Janet. She is waiting to hear back from Paul 


Stoffels’ office about October 14 at noon, hopefully this morning. Stacey will be included in the call. 
= The call within NCI and NIAID ACTIV-2 team leads has been set up for 3 PM next Thursday, October 15. 


COLL0000019157 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 10/10/2020 4:46:48 PM 

To: Santos, Michael (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr] 

ce: Lane, Cliff (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-cane]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc] 

Subject: RE: Roster of ACTIV Vaccines WG 


Thanks, this is helpful. Have you got a roster of the Clinical Trials Sub-Group? 


From: Santos, Michael (FNIH) [T] < b6 

Sent: Saturday, October 10, 2020 11:47 AM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Lane, Cliff (NIH/NIAID) [E] < b6 Wholley, David (FNIH) [T] < b6 Freire, Maria 
(FNIH) [T] < b6 


Subject: RE: Roster of ACTIV Vaccines WG 

Hi Francis, 

Sure, I’d be happy to convene a meeting of the WG. 

The WG membership is attached. We also have a wider group of people that have been part of the sub-groups, so 
depending on the topic and the ask we could invite them as well (e.g., for a clinical trials question we could convene the 


WG plus the Clinical Trials Sub-Group). 


For next steps, if we can know a little more about the topic and the desired timing, I’m happy to connect with Kathrin 
and Doug and schedule a meeting with the appropriate set of people. 


Best regards, 
Mike 


Michael Santos, PhD 
Associate Vice President, Science | Foundation for the National Institutes of Health 


From: Collins, Francis (NIH/OD) [E] b6 

Sent: Saturday, October 10, 2020 11:33 AM 

To: Santos, Michael (FNIH) [T] < b6 

Cc: Lane, Cliff (NIH/NIAID) [E] b6 y>; Wholley, David (FNIH) [T] b6 Freire, Maria 
(FINIH) (T] « b6 


Subject: Roster of ACTIV Vaccines WG 
Hi Mike, 


We might need to reconvene the ACTIV Vaccines WG for some advice about management of next steps for the 
trials. Can you send me the roster? 


Francis 


COLL0000019158 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 10/9/2020 4:08:59 PM 

To: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257-wholleyd]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Tabak, Lawrence (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|]; Austin, Christopher 
(INIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabc42247548e5967 78304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras] 

Subject: FW: OWS Board Slides 

Attachments: 2020-10-09 OWS board briefing Vx Tx overview Final.pdf 


From: Morris, Katy (HHS/IOS) < b6 

Sent: Friday, October 9, 2020 9:59 AM 

Subject: OWS Board Slides 

Good Morning, 

| hope all is well! Please see attached for OWS Board Slides. 
Sincerely, 

Katy Covey Morris 


Deputy Scheduler 
The Department of Health and Human Services 


COLL0000019161 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 10/10/2020 3:33:01 PM 

To: Santos, Michael (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc6952f65f80-santosmr] 

Le 4 Lane, Cliff (NIH/NIAID) (E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc] 

Subject: Roster of ACTIV Vaccines WG 


Hi Mike, 


We might need to reconvene the ACTIV Vaccines WG for some advice about management of next steps for the 
trials. Can you send me the roster? 


Francis 


COLL0000019163 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 10/13/2020 11:25:22 AM 
To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 


Subject: FW: NCI Community-Based Cancer Centers to the rescue? 


I'm trying to figure out where this effort to involve NCORP stands. Were there follow ups to this message 


from Oct. 7? 

FC 

From: Sharpless, Norman (NIH/NCI) [E] < b6 

Sent: Wednesday, October 7, 2020 12:32 PM 

To: Collins, Francis (NIH/OD) [E] < v6 Doroshow, James (NIH/NCI) [E] < 
Cc: Togashi, Mieko (NIH/NCI) [E] < b6 Wholley, David (FNIH) [T] < 
Lawrence (NIH/OD) [E] < b6 Adam, Stacey (FNIH) [T] < b6 

< b6 


Subject: RE: NCI Community-Based Cancer Centers to the rescue? 
Adding Jim D to cc list 


David—eager to discuss, 


From: Collins, Francis (NIH/OD) [E] b6 
Sent: Wednesday, October 7, 2020 12:30 PM 
To: Sharpless, Norman (NIH/NCI) [E] b6 
Ce: Togashi, Mieko (NIH/NCI) [E] b6 Wholley, David (FNIH) [T] 
Lawrence (NIH/OD) [E] b6 >; Adam, Stacey (FNIH) [T] b6 
b6 
/-Based Cancer Centers to the rescue? 


Hey Ned, 


That would be great — and (b) (5) 


b6 
b6 Tabak, 
Freire, Maria (FNIH) [T] 


b6 ; Tabak, 
Freire, Maria (FNIH) [T] 


I’m looping in David 


Wholley to see how to set up the right group of ACTIV team members. This could be really important. 


Francis 


From: Sharpless, Norman (NIH/NCI) [E] < b6 

Sent: Wednesday, October 7, 2020 12:26 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Togashi, Mieko (NIH/NCI) [E] < b6 

Subject: RE: NCI Community-Based Cancer Centers to the rescue? 


COLL0000019169 


6) 6) 


Ned 


From: Collins, Francis (NIH/OD) [E] b6 

Sent: Wednesday, October 7, 2020 11:30 AM 

To: Sharpless, Norman (NIH/NCI) [E] v6 

Subject: NCI Community-Based Cancer Centers to the rescue? 


Hi Ned, 


6) G) 


Francis 


COLL0000019169 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 10/13/2020 11:38:34 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

Subject: RE: NCI Community-Based Cancer Centers to the rescue? 


Glad to hear. 


From: Wholley, David (FNIH) [T] < b6 

Sent: Tuesday, October 13, 2020 7:29 AM 

To: Collins, Francis (NIH/OD) [E] < b6 

Subject: RE: NC| Community-Based Cancer Centers to the rescue? 


There is a call at 3PM this Thursday with me, Stacey, Ned Sharpless, Jim Doroshow, and NIAID/ACTIV-2 folks (Peter Kim 
and Manizhe Payton) to discuss this. 


From: Collins, Francis (NIH/OD) [E] b6 
Sent: Tuesday, October 13, 2020 7:25 AM 
To: Wholley, David (FNIH) [T] b6 


Subject: FW: NC| Community-Based Cancer Centers to the rescue? 


I’m trying to figure out where this effort to involve NCORP stands. Were there follow ups to this message 
from Oct. 7? 


FC 

From: Sharpless, Norman (NIH/NCI) [E] b6 

Sent: Wednesday, October 7, 2020 12:32 PM 

To: Collins, Francis (NIH/OD) [E] b6 Doroshow, James (NIH/NCI) [E] b6 

Cc: Togashi, Mieko (NIH/NCI) [E] b6 ; Wholley, David (FNIH) [T] < b6 Tabak, 
Lawrence (NIH/OD) [E] b6 Adam, Stacey (FNIH) [T] v6 Freire, Maria (FNIH) (T] 


b6 
Subject: RE: NC| Community-Based Cancer Centers to the rescue? 


Adding Jim D to cc list 


David—eager to discuss, 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Wednesday, October 7, 2020 12:30 PM 

To: Sharpless, Norman (NIH/NCI) [E] v6 

Ce: Togashi, Mieko (NIH/NCI) [E] < b6 Wholley, David (FNIH) [T] < b6 Tabak, 

Lawrence (NIH/OD) [E] b6 ; Adam, Stacey (FNIH) [T] b6 4>; Freire, Maria (FNIH) [T] 
b6 > 

Subject: RE: NCI Community-Based Cancer Centers to the rescue? 


COLL0000019170 


Hey Ned, 


That would be great — and (&) 6) I’m looping in David 
Wholley to see how to set up the right group of ACTIV team members. This could be really important. 


Francis 


From: Sharpless, Norman (NIH/NCI) [E] b6 

Sent: Wednesday, October 7, 2020 12:26 PM 

To: Collins, Francis (NIH/OD) [E] b6 

Cc: Togashi, Mieko (NIH/NCI) [E] b6 

Subject: RE: NC| Community-Based Cancer Centers to the rescue? 


) 6) 


Ned 


From: Collins, Francis (NIH/OD) [E] b6 

Sent: Wednesday, October 7, 2020 11:30 AM 

To; Sharpless, Norman (NIH/NCI) [E] b6 

Subject: NC| Community-Based Cancer Centers to the rescue? 


Hi Ned, 
(b) 6) 


Francis 


COLL0000019170 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=4 10E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 10/13/2020 4:51:35 PM 

To: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Burklow, John (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43cO08be856acb5b964ca-burklowj] 


cc: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!] 
Subject: FW: ACTIV-3 on hold 


Need to talk with you about this ASAP 


From: Lane, Cliff (NIH/NIAID) [E] < b6 

Sent: Tuesday, October 13, 2020 12:28 PM 

To: Woodcock, Janet (FDA/CDER) < v6 Harrigan, Rachel (HHS/IOS) 

< b6 Adam, Stacey (FNIH) [T] < b6 

Ce: Collins, Francis (NIH/OD) [E] < v6 Tabak, Lawrence (NIH/OD) [E] < b6 


Subject: ACTIV-3 on hold 
OWS/ACTIV-leadership, 


The ACTIV-3 DSMB asked the study team to put the trial on hold pending the pre-scheduled review of additional short- 
term and longer-term safety data on October 26. 


We are in the process of notifying the sites. All 41 pharmacies are closed from the perspective of dispensing product. 
We are in touch with NIAID communications regarding a communication strategy. 


Cliff 


COLL0000019171 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=4 10E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 10/13/2020 4:52:47 PM 

To: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr] 

ce: Burklow, John (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43cO08be856acb5b964ca-burklowj] 

Subject: FW: ACTIV Vaccines WG paper on the possibility of immune enhancement from SARS-CoV-2 vaccines? 


Can you let Carolyn Johnson know this paper on immune enhancement is going to be published shorly? 


From: Santos, Michael (FNIH) [T] < b6 

Sent: Tuesday, October 13, 2020 12:48 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Wholley, David (FNIH) [T] < b6 Menetski, Joseph (FNIH) [T] < b6 


Subject: RE: ACTIV Vaccines WG paper on the possibility of immune enhancement from SARS-CoV-2 vaccines? 
Hi Francis, 


We received final comments back from the editor at Science Translational Medicine on Friday, and submitted a final 
version yesterday. Bart Haynes (the corresponding author) thought that it would be published online within a week or 
so, but we’ve yet to receive confirmation from the journal. We will share that timing and a link to the publication once 
we receive it. 


Thanks, 

Mike 

Michael Santos, PhD 

Associate Vice President, Science | Foundation for the National Institutes of Health 

From: Collins, Francis (NIH/OD) [E] b6 

Sent: Tuesday, October 13, 2020 12:44 PM 

To: Wholley, David (FNIH) [T] b6 ; Santos, Michael (FNIH) [T] b6 


Subject: ACTIV Vaccines WG paper on the possibility of immune enhancement from SARS-CoV-2 vaccines? 


Can you remind me what happened with this publication? 


COLL0000019172 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 10/13/2020 4:53:05 PM 

To: Burklow, John (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43cO8be856acb5b964ca-burklowj]; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!] 


cc: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr] 
Subject: RE: ACTIV-3 on hold 


Yes, | have time now 


From: Burklow, John (NIH/OD) [E] < b6 

Sent: Tuesday, October 13, 2020 12:53 PM 

To: Tabak, Lawrence (NIH/OD) [E] < b6 

Ce: Collins, Francis (NIH/OD) [E] < b6 Myles, Renate (NIH/OD) [E] < v6 


Subject: Re: ACTIV-3 on hold 
OK 


Sent from my iPhone 


On Oct 13, 2020, at 12:52 PM, Tabak, Lawrence (NIH/OD) [E] b6 wrote: 


Do you have time now; shall we set up a line? 


From: Francis Collins b6 

Date: Tuesday, October 13, 2020 at 12:51 PM 

To: "Myles, Renate (NIH/OD) [E]" < b6 “Burklow, John (NIH/OD) [E]" 
b6 

Cc: "Tabak, Lawrence (NIH/OD) [E]" b6 


Subject: FW: ACTIV-3 on hold 


Need to talk with you about this ASAP 


From: Lane, Cliff (NIH/NIAID) [E] b6 

Sent: Tuesday, October 13, 2020 12:28 PM 

To: Woodcock, Janet (FDA/CDER) b6 ; Harrigan, Rachel (HHS/IOS) 
b6 Adam, Stacey (FNIH) [T] b6 

Ce: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] 
bé 


Subject: ACTIV-3 on hold 


OWS/ACTIV-leadership, 


The ACTIV-3 DSMB asked the study team to put the trial on hold pending the pre-scheduled review of 
additional short-term and longer-term safety data on October 26. 


COLL0000019173 


We are in the process of notifying the sites. All 41 pharmacies are closed from the perspective of 
dispensing product. 


We are in touch with NIAID communications regarding a communication strategy. 


chit 


COLL0000019173 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 10/13/2020 4:44:01 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc6952f65f80-santosmr] 

Subject: ACTIV Vaccines WG paper on the possibility of immune enhancement from SARS-CoV-2 vaccines? 


Can you remind me what happened with this publication? 


COLL0000019174 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 10/14/2020 6:02:30 PM 

To: Anderson, James (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonim]; Wholley, David (FNIH) 
[T] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabce42247548e5967 78304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras] 

Subject: RE: ACTIV Daily Updates 20201014.pptx 


Looks good, | am glad to see a focus on identifying actions. 


Francis 

From: Anderson, James (NIH/OD) [E] < b6 

Sent: Wednesday, October 14, 2020 7:41 AM 

To; Wholley, David (FNIH) [T] < b6 Collins, Francis (NIH/OD) [E] < b6 Tabak, 
Lawrence (NIH/OD) [E] < b6 Freire, Maria (FNIH) [T] < b6 Lane, Cliff (NIH/NIAID) 
[E] < b6 Austin, Christopher (NIH/NCATS) [E] < v6 Parker, Ashley (NIH/OD) [E] 

< b6 


Subject: RE: ACTIV Daily Updates 20201014.pptx 


Attached is the draft agenda for the NIH SARS-CoV2 Antiviral Therapeutics Summit being planned for Nov 6. Feedback is 
welcome; invitations need to go out soon. 


Thanks 

Jim 

From: Wholley, David (FNIH) [T] b6 

Sent: Wednesday, October 14, 2020 7:37 AM 

To: Collins, Francis (NIH/OD) [E] b6 Tabak, Lawrence (NIH/OD) [E] b6 A 
Freire, Maria (FNIH) [T] b6 Lane, Cliff (NIH/NIAID) [E] b6 Austin, Christopher 
(NIH/NCATS) [E] b6 Parker, Ashley (NIH/OD) [E] b6 Anderson, James 
(NIH/OD) [E] b6 


Subject: ACTIV Daily Updates 20201014. pptx 


Slides for this morning’s war room, Wednesday October 14. 


COLL0000019194 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 
Sent: 10/15/2020 12:20:30 AM 
To: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1bS 22-mylesr]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Santos, Michael (FNIH) (T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc6952f65f80-santosmr]; McManus, Ayanna 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus]; Wood, Gretchen 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs] 
GG: Burklow, John (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43c08be856acb5b964ca-burklowj]; Fine, Amanda (NIH/OD) [E] 
(/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=61290b742a9244358954c45439ffdeb6-fineab]; Wojtowicz, Emma (NIH/OD) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=45c6610aca6e44a08d497630425e5ecd-wojtowiczem]; Seigfreid, Kim 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=918ccb3c48ea40e79a0ab243e5d35298-seigfreidks]; Schwetz, Tara (NIH/OD) 
|E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=Ob1da1e9650d44fa9a9e2d94f24b5035-schwetzta]; Wolinetz, Carrie 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd]; Hallett, Adrienne 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f1705e2e7¢254b84a7 7f0S8dbf75b3 1b-hallettaa]; Higgins, Lauren (NIH/OD) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bfde4719d7 ac48e4a60b2ecd1969a7 16-higgins!]; Brodd, Lauren (NIH/OD) [E] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ba665dea08e54171b3d6890c2518ddb9-leponelm]; Meltzer, Abbey (FNIH) 
{/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak]; Gorman, Greta (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=280703da933d491586841696e460f062-gormanmj] 
Subject: RE: CLOSE HOLD/REVIEW NEEDED: Draft Rollout/Media Telebriefing Run of Show for ACTIV-1 


m 


=} 


All looks good to me. 


FC 

From: Myles, Renate (NIH/OD) [E] < b6 

Sent: Wednesday, October 14, 2020 6:32 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 

Parker, Ashley (NIH/OD) [E] < bé6 Freire, Maria (FNIH) [T] < b6 Wholley, David 
(FNIH) [1] < b6 Adam, Stacey (FNIH) [T] < b6 Santos, Michael (FNIH) [T] 


COLL0000019195 


< b6 McManus, Ayanna (NIH/OD) [E] < b6 Wood, Gretchen (NIH/OD) [E] 
< b6 


Ce: Burklow, John (NIH/OD) [E] < b6é Fine, Amanda (NIH/OD) [E] < b6 

Wojtowicz, Emma (NIH/OD) [E] < b6 Seigfreid, Kim (NIH/OD) [E] < v6 

Schwetz, Tara (NIH/OD) [E] < bé Wolinetz, Carrie (NIH/OD) [E] < b6 Hallett, 
Adrienne (NIH/OD) [E] < b6 Higgins, Lauren (NIH/OD) [E] < v6 Brodd, Lauren 
(NIH/OD) [E] < b6 Meltzer, Abbey (FNIH) [T] < b6 Gorman, Greta (FNIH) [T] 

< b6 


Subject: RE: CLOSE HOLD/REVIEW NEEDED: Draft Rollout/Media Telebriefing Run of Show for ACTIV-1 
Importance: High 


Good evening: 


I'm looping back since | have not received input from you on the draft rollout plan and run of show. I’m also adding more 
documents. Please let me know if you have changes or concerns. 


1- Draft Rollout 

2- Draft Media Telebriefing Run of Show 

3- Final, Cleared Embargoed Media Advisory (no need to review) 
Final, Cleared Embargoed News Release (previously reviewed) 
Draft Talking Points for Dr. Collins 

Backgrounder 

QA (to come) 


Thanks, 
Renate 


From: Myles, Renate (NIH/OD) [E] 
Sent: Tuesday, October 13, 2020 5:26 PM 


To: Collins, Francis (NIH/OD) [E] b6 Tabak, Lawrence (NIH/OD) [E] < b6 

Parker, Ashley (NIH/OD) [E] < b6 ; Freire, Maria (FNIH) [T] b6 >; Wholley, David 

(FINIH) [7] b6 >; Adam, Stacey (FNIH) [T] < b6 Santos, Michael (FNIH) [T] 

< b6 McManus, Ayanna (NIH/OD) [E] b6 ; Wood, Gretchen (NIH/OD) [E] 

< b6 soy> 

Ce: Burklow, John (NIH/OD) [E] b6 Fine, Amanda (NIH/OD) [E] <a b6 

Wojtowicz, Emma (NIH/OD) [E] b6 Seigfreid, Kim (NIH/OD) [E] b6 5 

Schwetz, Tara (NIH/OD) [E] b6 Wolinetz, Carrie (NIH/OD) [E] b6 ; Hallett, 

Adrienne (NIH/OD) [E] b6 ; Higgins, Lauren (NIH/OD) [E] b6 ; Brodd, 

Lauren (NIH/OD) [E] < b6 Meltzer, Abbey (FNIH) [T. b6 Gorman, Greta (FNIH) [T] 
b6 


Subject: CLOSE HOLD: Draft Rollout/Media Telebriefing Run of Show for ACTIV-1 

Hi all: 

Attached are the draft rollout plan and media telebriefing run of show for the ACTIV-1 announcement. Just a reminder 
that the activities on Thursday are embargoed and the release will go live on Friday, October 16 at 7:30 a.m. Please let 

me know if you have any questions or concerns. The news release and media advisory are in clearance. | will share final 


products tomorrow. 


Best, 
Renate 


COLL0000019195 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 1/14/2021 3:03:55 AM 

To: Woodcock, Janet [ v6 

cc: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: RE: virus variants 


Attachments: ACTIV_Preclinical_ Emerging Sequence Surveillence Proposal_1y50.docx 


Hi Janet, 


Thanks for reaching out. Yes, | have been somewhat obsessed about the need for ACTIV to organize a 
coordinated plan to assess the functional consequences (to therapeutics and vaccines) of emerging mutations 
in SARS-CoV-2. That would include defining the critical assays that need to be done, identifying those who can 
do them quickly, avoiding duplication, and making sure all of the data is shared immediately. Industry has 
embraced this. Joe Menetski led an effort of the Preclinical Working Group that came up with a five-point 
plan —a one year version of that is attached, though this will clearly need to be in place for longer thana 

year. As to your questions about who is involved in the ACTIV plan, Ann Eakin from NIAID and Karl Erlandson 
from BARDA, who | understand are the primary leaders on the OWS testing effort, were on the proposal 
development team with Joe. Joe tried to also involve Tim Stenzel from FDA, who was personally 
recommended for this by Peter Marks at CBER, but Tim has seemed somewhat disinterested. 


| have appealed to Moncef to (b) (5) 

That led to a Zoom call last Saturday where it emerged 
that there is a separate nascent HHS effort (just government, no outsiders) to enhance communication. That 
seems to be primarily focused on information sharing, but wouldn’t actually have funds to support work. | 
don’t see evidence that FDA has been involved, 


(&) (5) 


This will be discussed at the ACTIV Leadership Team tomorrow, and I’m glad you might be able to join for that 
part. I’d also be glad to talk by phone if it would help. | could talk between 6:30 and 8 am tomorrow 
(Thursday) if that’s a good time for you. 


Best, Francis 


From: Woodcock, Janet < b6 
Sent: Wednesday, January 13, 2021 1:16 PM 
To: Collins, Francis (NIH/OD) [E] < b6 


Subject: virus variants 


Francis | saw the proposal you made for ACTIV on this issue. Unfortunately, I'll not be able to be at all the exec comm 
meeting tomorrow. 


COLL0000019196 


As you probably know, OWS/therapeutics research group that includes NIAID folk are doing pseudovirus variant neut 
testing in CBER labs. Most of the MoAb sponsors have agreed to participate. The global circulating variants are being 
given priority. 


We are also funding live virus testing for leading variants, that will start as soon as they get the virus. 


CDER/FDA is interested in a having a strategy in case variants start to predominate, both for AB development and I don’t 
know about vaccines, haven't talked to Peter. They think a public meeting should be help on this at some point. 


V'll try to come to as much of the exec comm as possible. Are you going to raise these issues here? jw 


COLL0000019196 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 
Sent: 10/15/2020 11:10:18 AM 
To: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1bS 22-mylesr]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Santos, Michael (FNIH) (T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc6952f65180-santosmr]; McManus, Ayanna 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus]; Wood, Gretchen 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs] 
GG: Burklow, John (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43c08be856acb5b964ca-burklowj]; Fine, Amanda (NIH/OD) [E] 
(/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=61290b742a9244358954c45439ffdeb6-fineab]; Wojtowicz, Emma (NIH/OD) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=45c6610aca6e44a08d497630425e5ecd-wojtowiczem]; Seigfreid, Kim 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=918ccb3c48ea40e79a0ab243e5d35298-seigfreidks]; Schwetz, Tara (NIH/OD) 
|E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=Ob1da1e9650d44fa9a9e2d94f24b5035-schwetzta]; Wolinetz, Carrie 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd]; Hallett, Adrienne 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f1705e2e7¢254b84a7 7f0S8dbf75b3 1b-hallettaa]; Higgins, Lauren (NIH/OD) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bfde4719d7 ac48e4a60b2ecd1969a7 16-higgins!]; Brodd, Lauren (NIH/OD) [E] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ba665dea08e54171b3d6890c2518ddb9-leponelm]; Meltzer, Abbey (FNIH) 
{/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak]; Gorman, Greta (FNIH) [T] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=280703da933d491586841696e460f062-gormanmj] 
Subject: RE: CLOSE HOLD/REVIEW NEEDED: Draft QA 


m 


=} 


Looks good. Other Qs that might be included would be the proposed mechanism of action of the three 
immunomodulators (they have quite different impacts on the immune system), and a Q about whether we 
need any more immunomodulators since dexamethasone has been shown to provide that kind of benefit. 


Francis 


From: Myles, Renate (NIH/OD) [E] < b6 
Sent: Thursday, October 15, 2020 6:50 AM 
To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 


COLL0000019202 


Parker, Ashley (NIH/OD) [E] < b6 Freire, Maria (FNIH) [T] < b6 Wholley, David 


(FNIH) [T] < b6 Adam, Stacey (FNIH) [T] < b6 Santos, Michael (FNIH) [T] 

< b6 McManus, Ayanna (NIH/OD) [E] < b6 Wood, Gretchen (NIH/OD) [E] 

< bé 

Ce: Burklow, John (NIH/OD) [E] < b6 Fine, Amanda (NIH/OD) [E] < b6 

Wojtowicz, Emma (NIH/OD) [E] < b6 Seigfreid, Kim (NIH/OD) [E] < b6 

Schwetz, Tara (NIH/OD) [E] < b6 Wolinetz, Carrie (NIH/OD) [E] < b6é Hallett, 
Adrienne (NIH/OD) [E] < b6 Higgins, Lauren (NIH/OD) [E] < b6é Brodd, Lauren 
(NIH/OD) [E] < b6 Meltzer, Abbey (FNIH) [T] < b6 Gorman, Greta (FNIH) [T] 

< b6 


Subject: CLOSE HOLD/REVIEW NEEDED: Draft QA 

Hi all: 

Attached are the draft QA for your review. Please let me know if you have any concerns/changes. Once | receive your 
input, | will send final materials and will have briefing books for those joining in person (Francis/Chris Austin). | also will 


ensure other principals receive the package. 


Best, 
Renate 


From: Myles, Renate (NIH/OD) [E] 
Sent: Wednesday, October 14, 2020 8:48 PM 


To: Wholley, David (FNIH) [T] b6 Collins, Francis (NIH/OD) [E] b6 Tabak, 

Lawrence (NIH/OD) [E] < bé6 Parker, Ashley (NIH/OD) [E] < b6 Freire, Maria 

(FNIH) [7] b6 Adam, Stacey (FNIH) [T] b6 Santos, Michael (FNIH) [T] 

< b6 ; McManus, Ayanna (NIH/OD) [E] b6 v>; Wood, Gretchen (NIH/OD) [E] 

< b6 

Ce: Burklow, John (NIH/OD) [E] b6 ; Fine, Amanda (NIH/OD) [E] b6 

Wojtowicz, Emma (NIH/OD) [E] b6 >; Seigfreid, Kim (NIH/OD) [E] < b6 

Schwetz, Tara (NIH/OD) [E] b6 Wolinetz, Carrie (NIH/OD) [E] v6 Hallett, 

Adrienne (NIH/OD) [E] b6 Higgins, Lauren (NIH/OD) [E] < b6 Brodd, 

Lauren (NIH/OD) [E] b6 Meltzer, Abbey (FNIH) [T] b6 Gorman, Greta (FNIH) [T] 
b6 


Subject: RE: CLOSE HOLD/REVIEW NEEDED: Draft Rollout/Media Telebriefing Run of Show for ACTIV-1 


Thanks, David, and yes, of course. Thanks for letting me know. 


From: Wholley, David (FNIH) [T] b6 
Sent: Wednesday, October 14, 2020 8:32 PM 
To: Myles, Renate (NIH/OD) [E] < b6 Collins, Francis (NIH/OD) [E] < b6 Tabak, 
Lawrence (NIH/OD) [E] b6 >; Parker, Ashley (NIH/OD) [E] < b6 ; Freire, Maria 
(FNIH) [7] b6 ; Adam, Stacey (FNIH) [T] b6 >; Santos, Michael (FNIH) [T] 
< b6 ; McManus, Ayanna (NIH/OD) [E] b6 Wood, Gretchen (NIH/OD) [E] 
< b6 
Cc: Burklow, John (NIH/OD) [E] bé6 Fine, Amanda (NIH/OD) [E] b6 =H 
Wojtowicz, Emma (NIH/OD) [E] < b6 tov>; Seigfreid, Kim (NIH/OD) [E] b6 > 
Schwetz, Tara (NIH/OD) [E] b6 >; Wolinetz, Carrie (NIH/OD) [E] b6 Hallett, 
Adrienne (NIH/OD) [E] b6 Higgins, Lauren (NIH/OD) [E] < b6 >; Brodd, Lauren 
(NIH/OD) [E] b6 Meltzer, Abbey (FNIH) (T] b Gorman, Greta (FNIH) [T] 

b6 


Subject: RE: CLOSE HOLD/REVIEW NEEDED: Draft Rollout/Media Telebriefing Run of Show for ACTIV-1 


COLL0000019202 


Renate, this looks good to me. However | will not be able to participate until 4:30 due to a critical conflict (having to do 
with advancing ACTIV trial accrual). Hope that is OK—I’ve not been called on in any of the previous announcement 
sessions. 

Regards, David 


From: Myles, Renate (NIH/OD) [E. b6 
Sent: Wednesday, October 14, 2020 6:32 PM 
To: Collins, Francis (NIH/OD) [E] b6 Tabak, Lawrence (NIH/OD) [E] < b6 
Parker, Ashley (NIH/OD) [E] b6 Freire, Maria (FNIH) [T] < b6 Wholley, David 
(FNIH) [7] b6 ; Adam, Stacey (FNIH) [T] v6 Santos, Michael (FNIH) [T] 

b6 >; McManus, Ayanna (NIH/OD) [E] b6 >; Wood, Gretchen (NIH/OD) [E] 

b6 

Ce: Burklow, John (NIH/OD) [E] b6 Fine, Amanda (NIH/OD) [E] b6 i 
Wojtowicz, Emma (NIH/OD) [E] b6 v>; Seigfreid, Kim (NIH/OD) [E] b6 
Schwetz, Tara (NIH/OD) [E] < b6 ; Wolinetz, Carrie (NIH/OD) [E] < v6 Hallett, 
Adrienne (NIH/OD) [E] b6 >; Higgins, Lauren (NIH/OD) [E] < b6 Brodd, Lauren 
(NIH/OD) [E] b6 >; Meltzer, Abbey (FNIH) [T] b6 ; Gorman, Greta (FNIH) [T] 
< b6 


Subject: RE: CLOSE HOLD/REVIEW NEEDED: Draft Rollout/Media Telebriefing Run of Show for ACTIV-1 
Importance: High 


Good evening: 


I'm looping back since | have not received input from you on the draft rollout plan and run of show. I’m also adding more 
documents. Please let me know if you have changes or concerns. 


Draft Rollout 

Draft Media Telebriefing Run of Show 

Final, Cleared Embargoed Media Advisory (no need to review) 
Final, Cleared Embargoed News Release (previously reviewed) 
Draft Talking Points for Dr. Collins 

Backgrounder 

QA (to come) 


gen ears 


Thanks, 
Renate 


From: Myles, Renate (NIH/OD) [E] 
Sent: Tuesday, October 13, 2020 5:26 PM 


To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 
Parker, Ashley (NIH/OD) [E] b6 Freire, Maria (FNIH) [T] < b6 Wholley, David 
(FNIH) [7] b6 >; Adam, Stacey (FNIH) [T] b6 Santos, Michael (FNIH) [T] 
bé McManus, Ayanna (NIH/OD) [E] b6 ; Wood, Gretchen (NIH/OD) [E] 
< b6 
Ce: Burklow, John (NIH/OD) [E] b6 >; Fine, Amanda (NIH/OD) [E] b6 
Wojtowicz, Emma (NIH/OD) [E] b6 >; Seigfreid, Kim (NIH/OD) [E] < b6 
Schwetz, Tara (NIH/OD) [E] b6 >; Wolinetz, Carrie (NIH/OD) [E] bHallett, 
Adrienne (NIH/OD) [E] b6 >; Higgins, Lauren (NIH/OD) [E] b6 ; Brodd, 
Lauren (NIH/OD) [E! b6 >; Meltzer, Abbey (FNIH) [T] b6 Gorman, Greta (FNIH) [T] 
b6 


Subject: CLOSE HOLD: Draft Rollout/Media Telebriefing Run of Show for ACTIV-1 


Hi all: 


COLL0000019202 


Attached are the draft rollout plan and media telebriefing run of show for the ACTIV-1 announcement. Just a reminder 
that the activities on Thursday are embargoed and the release will go live on Friday, October 16 at 7:30 a.m. Please let 
me know if you have any questions or concerns. The news release and media advisory are in clearance. | will share final 
products tomorrow. 


Best, 
Renate 


COLL0000019202 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 10/15/2020 4:13:41 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257 -wholleyd]; Woodcock, Janet 
(FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf4887 9192 169bd7644e29-Janet.Woodc] 


Cr Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4] 
Subject: RE: Fu 


Sounds right -- up to Janet, but would involving Kevin Bugin be a good thing here? 


Francis 

=--= ‘Original Message----- 

From: wholley, David (FNIH) [T] < b6 

Sent: Thursday, October 15, 2020 9:17 AM 

To: wooo Janet (FDA/CDER) <Janet. b6 Collins, Francis (NIH/o0D) [E] 
< 

Cc: Adam, Stacey (FNIH) [T] < b6 


Subject: FW: Fu 


Paul and I were supposed to speak last evening but he got caught up in meetings. 1 think I should just 
move ahead to set this initial discussion up with Lynn and John, and maybe someone from ACTIV-2, since 
that is where the greatest need is. Stacey will join as well. Any objections? Anyone else IT should 
involve? 


===S5 Original Message----- 

From: Stoffels, Paul [33cus] < b6 
Sent: Thursday, October 15, 2020 8:56 AM 

To: Wholley, David (FNIH) it] < b6 
Subject: Re: Fu 


David, I'm in a full day of a Board meeting. 


(b) (5) 
Sent from my iPad 
> On Oct 14, 2020, at 10:05 PM, Wholley, David (FNIH) [T] < b6 wrote: 
> 
> Sure, just off the call with Janet and the ACTIV-2/3 crowd. b6 
> 
> Original Message----- 
> Stoffels, Paul [J3cus] < b6 
> Wednesday, October 14, 2020 3:43 PM 
> To: Wholley, David (FNIH) [T] < 6 
> Subject: Fu 
> 
> David, (b) 6) 


COLL0000019203 


vyvvvVV¥VY 


(b) (S) 


Paul 


Sent from my iPhone 


COLLO0000019203 


From: Collins, Francis (NIH/OD) [E] {/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 10/15/2020 5:32:58 PM 

To: Sharpless, Norman (NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=340f3d07b6644da7 aca53ab83dc066ef-sharplessne]; Doroshow, James 
(NIH/NCI) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a1d0fb9f055940c39b387cae2485faa6-doroshoj] 

cc: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4] 

Subject: COVID and NCORP 


HI Ned and Jim, 


| know you are meeting with David and Stacey this afternoon to explore ways that the NCORP community medical 
center network might get engaged in research on COVID therapeutics. I’m not able to join because we are doing a press 
telebriefing on ACTIV-1 at the same time — but | wanted to share my hopes that something can be worked out in your 
discussion. We are finding considerable challenges in enrolling urgent trials for therapeutics (mAbs, anticoagulants, 
convalescent plasma, IVIG, immunomodulators, antivirals...), especially for outpatients. Academic medical centers have 
not been able to activate and enroll at the level needed — and even the CROs are pretty stretched. Bringing on board a 
national network that has experience in research and access to COVID-19 patients would be enormously 

beneficial. Janet Woodcock is in total agreement, and has funds from OWS to cover costs. 


Hoping to hear you can make a plan today to tap into NCORP’s successful track record — thanks for considering this 
urgent outreach. 


Francis 


COLL0000019204 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 10/15/2020 10:34:44 PM 

To: Woodcock, Janet [ b6 Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsi4]; 
Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: RE: very good, very collaborative call with NCI and NIAID re: access to NCORP sites 


Very encouraging report — let’s press forward on this option! 


Francis 

From: Woodcock, Janet < v6 

Sent: Thursday, October 15, 2020 5:19 PM 

To: Adam, Stacey (FNIH) [T] < b6 Wholley, David (FNIH) [T] < b6 Collins, Francis 
(NIH/OD) [E] < b6 


Subject: RE: very good, very collaborative call with NCI and NIAID re: access to NCORP sites 


Thanks! Let’s keep our fingers crossed about this. jw 


From: Adam, Stacey (FNIH) [T] < b6 

Sent: Thursday, October 15, 2020 4:45 PM 

To: Wholley, David N (NIH) v6 >; Collins, Francis S (NIH) b6 >; Woodcock, Janet 
b6 


Subject: RE: very good, very collaborative call with NCI and NIAID re: access to NCORP sites 
Dear Janet and Francis, 


In follow-up to David’s quick note, | wanted to let you know the few important critical points/action items from the 
meeting. 


° (b) (5) 


COLL0000019206 


Stacey J. Adam, PhD 
Director, Cancer 


Research Partnerships 

Direct: b6 Mobile: b6 

From: Wholley, David (FNIH) [T] b6 

Sent: Thursday, October 15, 2020 3:38 PM 

To: Collins, Francis (NIH/OD) [E] b6 Woodcock, Janet (FDA/CDER) < 
Ce: Adam, Stacey (FNIH) [T] b6 


Subject: very good, very collaborative call with NCI and NIAID re: access to NCORP sites 
Details to follow 


David Wholley 

Senior Vice-President, Research Partnerships 

Foundation for the National Institutes of Health 
b6 


y 


Rockville Pike Suite 600 North Bethesda, MD 20852 


1 


b6 


In 2019, the FNIH earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 


as an organization that exceeds industry standards. 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 10/16/2020 1:44:12 AM 

To: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 

o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257-wholleyd]; Lane, Cliff (NIH/NIAID) [E! 

‘o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Austin, Christopher 

(INIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabce42247548e596778304781f-austinc]; Tabak, Lawrence (NIH/OD) 

E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|]; Parker, Ashley (NIH/OD) [E 

'o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras); Fauci, Anthony 

(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=df38103d75 134f658ae2d35 6f0396b94-afauci] 

GG} Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Burklow, John (NIH/OD) [E] 

[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43cO8be856acb5b964ca-burklowj]; Fine, Amanda (NIH/OD) [E] 

/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=61290b74aa9a44358954c45439ffdeb6-fineab]) 

Subject: FW: FOR INPUT: CNN inquiry on WHO Remdesivir study 

Attachments: Financial Times: Remdesivir has little effect on Covid-19 mortality, WHO study says 


Hiall, 


This is not yet peer reviewed (see https://www.medrxiv.org/content/10.1101/2020.10.15.20209817v1 for the 
MedRxiv article), but I’m wondering what effect this will have on the conclusion that remdesivir should be 
standard of care for inpatients with COVID-19. Perhaps the ACTIV group can discuss at tomorrow's War 
Room? 


Francis 


From: Fine, Amanda (NIH/OD) [E] < b6 

Sent: Thursday, October 15, 2020 7:08 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Austin, Christopher (NIH/NCATS) [E] < b6 

Wholley, David (FNIH) [T] < b6 

Ce: Burklow, John (NIH/OD) [E] < b6 Myles, Renate (NIH/OD) [E] < bé Wojtowicz, 
Emma (NIH/OD) [E] < b6 Marti, Emily (NIH/NCATS) [E] < b6 Gardner, 
Bobbi (NIH/NCATS) [E] < b6 Meltzer, Abbey (FNIH) [T] < b6 Gorman, Greta 
(FNIH) [T] < b6 

Subject: FOR INPUT: CNN inquiry on WHO Remdesivir study 


Greetings- 
WHO announced results from their remdesivir trial today: https://www.who.int/news/item/15-10-2020-solidarity- 


therapeutics-trial-produces-conclusive-evidence-on-the-effectiveness-of-repurposed-drugs-for-covid-19-in-record-time. 
Attaching a related Financial Times article we circulated earlier. 


COLLO0000019207 


Maggie Fox/CNN is asking whether this changes anything that was said during today’s telebriefing. 
Please let us know how we should respond. 


Thanks, 
Amanda 


Amanda Fine 


+ http:/Avww.nih.gov 


IH... Turning Discovery Into Health 


From: Fox, Maggie <Maggie.Fox@cnn.com> 

Sent: Thursday, October 15, 2020 6:40 PM 

To; Myles, Renate (NIH/OD) [E] < b6 Burklow, John (NIH/OD) [E] < v6 Fine, 
Amanda (NIH/OD) [E] < b6 

Subject: FW: NEWS RELEASE: Solidarity Therapeutics Trial produces conclusive evidence on the effectiveness of 
repurposed drugs for COVID-19 in record time 


Well, this nice bomb just landed. Given that remdesivir is in the control arm for everything, does this change anything 
and is there anything NIH would like to say about the findings? Thanks so much. 


Maggie Fox 
Senior Editor, Health 
CNN 


From: WHO Media <Media@campaign.who.int> 

Sent: Thursday, October 15, 2020 6:22 PM 

To: Fox, Maggie <Maggie.Fox@cnn.com> 

Subject: NEWS RELEASE: Solidarity Therapeutics Trial produces conclusive evidence on the effectiveness of repurposed 
drugs for COVID-19 in record time 


COLL0000019207 


Thursday 15 October 2020 


Solidarity Therapeutics Trial produces conclusive evidence on the 
effectiveness of repurposed drugs for COVID-19 in record time 


fnews/iten /' Lidarity-ther ape tics 


osed-d 


GENEVA, 15 October 2020 - in just six months, the world’s largest randomized control 
trial on COVID-19 therapeutics has generated conclusive evidence on the effectiveness 
of repurposed drugs for the treatment of COVID-19. 


Interim results from the Solidarity Therapeutics Trial, coordinated by the World Health 
Organization, indicate that remdesivir, hydroxychloroquine, lopinavir/ritonavir and 
interferon regimens appeared to have little or no effect on 28-day mortality or the in- 
hospital course of COVID-19 among hospitalized patients. 


The study, which spans more than 30 countries, looked at the effects of these 
treatments on overall mortality, initiation of ventilation, and duration of hospital stay in 
hospitalized patients. Other uses of the drugs, for example in treatment of patients in 
the community or for prevention, would have to be examined using different trials. 


The progress achieved by the Solidarity Therapeutics Trial shows that large international 
trials are possible, even during a pandemic, and offer the promise of quickly and 
reliably answering critical public health questions concerning therapeutics. 


The results of the trial are under review for publication in a medical journal and have 
been uploaded as ane at medRxiv available at this 
tink: 


COLL0000019207 


The global platform of the Solidarity Trial is ready to rapidly evaluate promising new 
treatment options, with nearly 500 hospitals open as trial sites. 


Newer antiviral drugs, immunomodulators and anti-SARS COV-2 monoclonal antibodies. 
are now being considered for evatuation. 


MEDIA CONTACT: 


Margaret Harris he 


nf +41 792906688 


You are receiving this email because you are included on a WHO mail fist. 
If you have been forwarded this update you can click here to sub 
Do not reply to nies! 


asit is an unmonitored mattbox. Journalists may write 
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Bi rorvara 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 10/16/2020 11:46:17 AM 

To: Diane Baker [ bé 

Subject: FW: ACTIV-1 Release is Now Live 

From: Myles, Renate (NIH/OD) [E] < b6 

Sent: Friday, October 16, 2020 7:35 AM 

To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 

Parker, Ashley (NIH/OD) [E] < b6 Freire, Maria (FNIH) [T] < b6 Wholley, David 
(FNIH) [T] < b6 Adam, Stacey (FNIH) [T] < b6 Santos, Michael (FNIH) [T] 

< b6 McManus, Ayanna (NIH/OD) [E] < v6 Wood, Gretchen (NIH/OD) [E] 
< b6 

Cc: Burklow, John (NIH/OD) [E] < b6 Fine, Amanda (NIH/OD) [E] < b6 

Wojtowicz, Emma (NIH/OD) [E] < b6 Seigfreid, Kim (NIH/OD) [E] < b6 
Polimeni, Lydia (NIH/OD) [E] < b6 Schwetz, Tara (NIH/OD) [E] < b6 Wolinetz, 
Carrie (NIH/OD) [E] < b6 Hallett, Adrienne (NIH/OD) [E] < b6 Higgins, 
Lauren (NIH/OD) [E] < b6 Brodd, Lauren (NIH/OD) [E] < b6 Meltzer, Abbey 
(FNIH) [T] < b6 Gorman, Greta (FNIH) [T] < b6 


Subject: ACTIV-1 Release is Now Live 


Good morning: 


begins-large-clinical-trial-test-immune-modulators-treatment-covid-19 
on NIH’s channels from 4:15-4:45 p.m. today, so tune if you can. 


Francis: we'll send the tweet via separate email. 


Best, 
Renate 


Renate Myles, MBA 


lic Liaison 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 10/18/2020 3:16:19 PM 

To: Santos, Michael (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Myles, Renate (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr] 

cc: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Meltzer, Abbey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak]; Gorman, Greta (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=280703da933d491586841696e460f062-gormanmj) 

Subject: RE: Publication of ACTIV Vaccines vaccine-associated enhanced disease journal article tomorrow 


Thanks for the heads up, Mike. It’s great that this is coming out. 


Francis 

From: Santos, Michael (FNIH) [T] < b6 

Sent: Sunday, October 18, 2020 8:59 AM 

To: Collins, Francis (NIH/OD) [E] < b6 Myles, Renate (NIH/OD) [E] < b6 

Cc: Wholley, David (FNIH) [T] < b6é Freire, Maria (FNIH) [T] < b6 Meltzer, Abbey (FNIH) 
(< b6 Gorman, Greta (FNIH) [T] < v6 


Subject: Publication of ACTIV Vaccines vaccine-associated enhanced disease journal article tomorrow 
Dear Francis and Renate, 
Great news: The Vaccines WG journal article on vaccine-associated enhanced disease was accepted by Science 


Translational Medicine. We were informed that the journal will make a version available tomorrow (Monday) at 2pm, at 
this link: https://science.sciencemag.org/lookup/doi/10.1126/science.abe0948. 


| attached the final version of the paper that we submitted; we know the editor will make some minor changes for the 
version that will be posted tomorrow, but we don’t have that yet. That version will be pre-proofs; we will receive the 
proofs on Thursday and they’re due back the next day, and subsequently the online version will be updated to the 
proofed version. 


Bart Haynes of Duke and Ann Arvin of Stanford are the lead/senior authors and the journal has their names for press 
inquiries. Renate, | will forward additional press information from the journal. 


The third attachment to this email is a short Q&A summary for more general audiences that Paul Offit wrote, which may 
be useful in putting together a press release. 


\'m happy to help anyway that | can, and | apologize for the short notice as this played out very quickly at the end. 


Best regards, 
Mike 


Michael Santos, PhD 
Associate Vi sident, Science 
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Foundation for the National Institutes of Health 


11400 Rockville Pike, Suite 600, North Bethesda, MD 20852 


Donate io the FNIH’s Pandemic Response Fund to combat COVID-19: fi 


FNIM BANDEMIC 


RESPONSE FUND 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 10/16/2020 7:46:21 PM 

To: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabak|]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras] 

Subject: FW: OWS Board Update Materials 

Attachments: OWS Board Weekly (October 16 2020) (002),pdf; 2020-10-16 OWS board briefing (002).pdf 


FYI, confidential 


From: Morris, Katy (HHS/IOS) < b6 
Sent: Friday, October 16, 2020 10:45 AM 
Subject: OWS Board Update Materials 
Good Morning, 


Happy Friday! Please see attached for OWS Board Update Materials. 


Have a great weekend, 
Katy Morris 


COLL0000019225 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 10/19/2020 12:30:03 PM 

To: Santos, Michael (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr] 

ce: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Menetski, Joseph (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc42427ea3d34f1e072f8cb7-menetskijp]; Myles, Renate (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Burklow, John (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2e57f267323b43cO8be856acb5b964ca-burklowj]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!] 

Subject: RE: ACTIV Vaccines WG paper on the possibility of immune enhancement from SARS-CoV-2 vaccines? 


Any update on publication timing? 


FC 

From: Santos, Michael (FNIH) [T] < b6 

Sent: Tuesday, October 13, 2020 12:48 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Wholley, David (FNIH) [T] < b6 Menetski, Joseph (FNIH) [T] < b6 


Subject: RE: ACTIV Vaccines WG paper on the possibility of immune enhancement from SARS-CoV-2 vaccines? 

Hi Francis, 

We received final comments back from the editor at Science Translational Medicine on Friday, and submitted a final 
version yesterday. Bart Haynes (the corresponding author) thought that it would be published online within a week or 
so, but we’ve yet to receive confirmation from the journal. We will share that timing and a link to the publication once 


we receive it. 


Thanks, 
Mike 


Michael Santos, PhD 


Asso » Vice President, Science | Foundation for the National Institutes of Health 

From: Collins, Francis (NIH/OD) [E) b6 

Sent: Tuesday, October 13, 2020 12:44 PM 

To: Wholley, David (FNIH) [T] b6 Santos, Michael (FNIH) [T] <m v6 


Subject: ACTIV Vaccines WG paper on the possibility of immune enhancement from SARS-CoV-2 vaccines? 


Can you remind me what happened with this publication? 


COLL0000019231 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 10/18/2020 8:56:47 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabc42247548e5967 78304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 

Subject: Need advice about presentation at a NASEM meeting 

Attachments: Forum Oct 28-29 Virtual Meeting Agenda_2020_0928.pdf 


Hi there War Roomies, 

As you can see from the attached, the NASEM Forum on Drug Discovery, Development, and Translation is putting on a 
two day virtual meeting. Part of the first day is to hear about ACTIV, and compare and contrast that with RECOVERY. | 
could use your advice about what to include in my 15 minutes. Your assessment of the pros and cons of the RECOVERY 
trial design and implementation would be welcome. And can you remind me what role Lisa LaVange has played in 
ACTIV? 

Would this be a good opportunity to highlight the coming workshop on antivirals? Or would that be premature? 


Francis 


COLL0000019232 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 10/20/2020 12:26:37 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

cee Appell, Evan [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user7ee69e83] 

Subject: RE: 10.21 ACTIV Leadership Team Meeting 20201019 ver2.0.pptx 

Flag: Follow up 


Slides look good — a lot of content to go over in slides 13 - 20. For slide 19, should the Verily connection for 
referrals also be included? 


FC 

From: Wholley, David (FNIH) [T] < bé 
Sent: Monday, October 19, 2020 6:04 PM 
To: Collins, Francis (NIH/OD) [E] < b6 
Ce: Appell, Evan < b6 


Subject: 10.21 ACTIV Leadership Team Meeting 20201019 ver2.0.pptx 


Hi Francis, 

Here are the revised slides from our discussion on Friday. | am going to suggest a couple of minor format changes to one 
of the preclinical slides (#5) but otherwise this looks about like what we want. Please have a look and let me know 
where you think we need additional changes. | am going to use this version to give Janet a heads up that we’d like her 
to present slides 13, 14, and 15. 


Thanks, David 


COLL0000019238 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 10/20/2020 1:53:56 AM 


To: Anderson, James (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonim]; Wholley, David (FNIH) 


[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Tabak, Lawrence (NIH/OD) 


[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|]; Lane, Cliff (NIH/NIAID) [E] 


[/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Freire, Maria (FNIH) [T] 


[/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d55 1d1d345Seaf14854c83f41d84-freiremc]; Austin, Christopher 


(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabce42247548e5967 78304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 


[/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe0Gebd70-parkeras] 


Subject: RE: ACTIV Daily Update 20201019.pptx 


Hi Jim, 


Meeting looks great. Yes, I’d be glad to talk about ACTIV in the opening remarks. And I’d be glad to contribute 


to the summary. 


Probably the best FDA rep would be Patrizia Cavazonni, M.D, since she’s the Acting CDER Director while Janet 


Woodcock is detailed to OWS. 


Francis 

From: Anderson, James (NIH/OD) [E] < b6 

Sent: Monday, October 19, 2020 9:54 AM 

To: Wholley, David (FNIH) [T] < b6 Collins, Francis (NIH/OD) [E] < 
Lawrence (NIH/OD) [E] < v6 Lane, Cliff (NIH/NIAID) [E] < 
(FNIH) [T] < b6 Austin, Christopher (NIH/NCATS) [E] < v6 
< b6 


Subject: RE: ACTIV Daily Update 20201019. pptx 
Francis, 


Attached is an update on the Nov 6 NIH SARS-CoV-2 Antiviral Therapeutics Summit. 


b6 Tabak, 
b6 Freire, Maria 
Parker, Ashley (NIH/OD) [E] 


All of the Moderators and many of the Panelists have already enthusiastically agreed to participate. We should have the 


full confirmed list by the end of this week. 


e@ We scheduled 20min for introductions from you, Tony and Chris Austin. If you don't already have a message 
would you consider including NIH-wide program activities, ie. ACTIV? Nowhere in the meeting are NIH program 


activities presented. Is this a distraction? 


* The group wants to invite someone from FDA as a panelist/discussant to address IND expectations in this area. 


Do you have a recommendation, and can we use your name when inviting? 


COLL0000019239 


© |assume you want time at the end of the meeting to summarize, provide your perspective and to give direction 
on next steps? OK? 


© The meeting will be open to anyone but to submit a question before the meeting we will also have a registration 


site. 
Jim 
From: Wholley, David (FNIH) [T] < b6 
Sent: Sunday, October 18, 2020 10:14 PM 
To: Collins, Francis (NIH/OD) [E] b6 Tabak, Lawrence (NIH/OD) [E] v6 ; Lane, 
Cliff (NIH/NIAID) [E] b6 Freire, Maria (FNIH) [T] b6 ; Austin, Christopher 
(NIH/NCATS) [E] b6 >; Parker, Ashley (NIH/OD) [E] b6 Anderson, James 
(NIH/OD) [E} b6 


Subject: ACTIV Daily Update 20201019. pptx 


Please see attached slides for tomorrow morning's war room meeting, Monday October 19. 


COLL0000019239 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 10/21/2020 12:33:49 AM 

To: Austin, Christopher (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc] 

cc! Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: RE: from Rick Myers to Francis about abatacept work that might be helpful 

Great! 

From: Austin, Christopher (NIH/NCATS) [E] < bé6 

Sent: Tuesday, October 20, 2020 8:23 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Wholley, David (FNIH) [T] < b6 


Subject: RE: from Rick Myers to Francis about abatacept work that might be helpful 


Very cool! | didn’t know of these data either, or Rick’s involvement with IMIDs (or HD). Both the DMARD paper and even 
more so the COVID preprint will be of great interest to the ACTIV-1 team. | will send to them now and will put them in 
contact with Rick. You may recall we provided significant supplement to AoU two years ago for HudsonAlpha to increase 
their capacity for long-read mutation detection and this will give me the opportunity to catch up w Rick on that 

too. Chris 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Tuesday, October 20, 2020 7:52 PM 

To: Austin, Christopher (NIH/NCATS) [E] < b6é 

Cc: Wholley, David (FNIH) [T] < b6 

Subject: FW: from Rick Myers to Francis about abatacept work that might be helpful 


Hey Chris, 


Check out the note below from Rick Myers at HudsonAlpha. | had no idea he was connected with abatacept, 
but it seems he is. Is this information already known by the ACTIV-1 team? Is there someone that would be 
good to connect with Rick? 


Francis 

From: Richard M.Myers < b6 

Sent: Tuesday, October 20, 2020 7:22 PM 

To: Collins, Francis (NIH/OD) [E] b6 b6 
Ce: Richard M. Myers < b6 


Subject: from Rick Myers to Francis about abatacept work that might be helpful 
Hi Francis: 


| hope you’re well, and can’t imagine all that you must be going through this year. It was nice to hear you on NPR this 
morning. We’re doing well at HudsonAlpha — lots of COVID stuff, including multiple versions of testing, some antibody 
stuff, wastewater testing and a few other things, while we’re also keeping up fairly well with our research and clinical 
stuff. A few years ago, | started back working on Huntington disease quite a bit, including doing a mini-ENCODE project 
on the 2 Mb around the gene to understand its regulation in human neurons, in hopes of contributing to ways to turn 


COLLO0000019242 


the gene down (maybe in an allele-specific way). b6 


I’m writing because | just read the press release about the ACTIV Immune Modulators clinical trial that is being 
coordinated and overseen by NCATS, and saw that Bristol Myers Squibb's abatacept (ORENCIA) is one of the drugs that is 
part of the trial. | am one of the co-founders of a biotech company called IMIDomics (Immune Mediated Inflammatory 
Disease-omics), which is located in Barcelona, HudsonAlpha and San Francisco. We have a huge biobank and clinical data 
for several thousand patients with 6 different IMIDs, and are doing lots of genomic and genetic analyses on them. Early 
onin the pandemic, we discovered an interesting and what we (and BMS) think is an important contribution to the 
possible use of abatacept in treating severe forms of COVID-19. We first performed a clinical review of COVID SARS-CoV- 
2 risk in rheumatic IMID patients who were taking disease-modifying anti-rheumatic drugs (DMARD) and discovered that 
there was no increased COVID 19 risk to these IMID patients continuing DMARD therapy. We then performed and 
analysis using our epidemiological, clinical and molecular data to show that many of the biological processes that have 
been consistently associated with COVID-19 pathology were reversed by CD80/86 co-stimulation inhibition, thereby 
strongly suggesting abatacept can play a role in preventing severe COVID-19 symptoms and progression. I’m attaching a 
paper we published as well as a preprint. 


Our company already an established partnership with BMS, and they now know about these findings. We are continuing 
this work with them. I'm writing about this to you because we think that IMIDomics may be able to provide additional 
information that might help inform the clinical trials and additional benefits to patients. If you think we could help in any 
way, please let me know and point me to individuals with whom we should communicate. (My mobile is b6 


With by best wishes, 


Rick 


Richard M. Myers, Ph.D. 

President and Science Director 

M. A. Loya Chair in Genomics 
HudsonAlpha Institute for Biotechnology 
601 Genome Way 


Huntsville, AL 35806 


b6 (telephone) 


256-327-0978 (FAX) 


b6 


COLL0000019242 


COLL0000019242 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 10/21/2020 2:07:59 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

Subject: RE: ACTIV Leadership Presentation Tomorrow 


| agree with the plan. 


From: Wholley, David (FNIH) [T] < v6 
Sent: Tuesday, October 20, 2020 9:53 PM 
To: Collins, Francis (NIH/OD) [E] < b6 


Subject: FW: ACTIV Leadership Presentation Tomorrow 


My answers to Sarah/Stacey’s questions are in italics below. Just wanted you to see them so we are on the same page. 


From: Wholley, David (FNIH) [T] 

Sent: Tuesday, October 20, 2020 9:50 PM 

To: Adam, Stacey (FNIH) [T] < b6 

Subject: RE: ACTIV Leadership Presentation Tomorrow 


From: Adam, Stacey (FNIH) [T] < b6 
Sent: Tuesday, October 20, 2020 6:15 PM 
To: Wholley, David (FNIH) [T] < v6 
Subject: ACTIV Leadership Presentation Tomorrow 
Hi David, 
Two things: 
1. Eric will not be at the meeting tomorrow as he got pulled into a Novartis Leadership meeting. OK sorry to hear 
but thanks. 


2. Sarah would like to know two things: 

a. Is she supposed to stop on each slide and allow for discussion of the questions on the bottom? She 
would prefer to address them all at the end. / think it is fine to address them at the end, but she should 
state that intention at the outset, and then we should scroll back through the slides and she should take 
questions on them one by one. 

b, Is FC going to take the last slide of questions to the Leadership? / assume these are the “did we do the 
right things, can you think of anything else” etc. Yes, FC will take those 


Thanks, 
Stacey 


‘ey J. Adam, PhD 

Di , Cancer 

Research Partnerships 

Foundation for the National Institutes of Health 
Direct: b6 Mobile: b6 
fhib.org 

11406 Rockville Pike 


se 600, 


orth Bethesda, MD 20852 
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HRoO 


Dona 


fo the FNIH’s Pandemic Response Fund te combat COVID-19: 


FNIH RANDEMIC 


RESPONSE FUND 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES50D2FFOB6C2-COLLINSF] 


Sent: 1/22/2021 6:20:02 PM 


To: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl] 


Subject: RE: Second tranche of OWS funds 


(b) (4). (®) (5) 


From: Tabak, Lawrence (NIH/OD) [E] < v6 
Sent: Friday, January 22, 2021 11:37 AM 

To: Collins, Francis (NIH/OD) [E] < b6 
Subject: FW: Second tranche of OWS funds 


(6) ). (b) (5) 


From: "Shapiro, Neil (NIH/OD) [E]" b6 
Date: Friday, January 22, 2021 at 11:31 AM 
To: "Tabak, Lawrence (NIH/OD) [E]" < b6 
Subject: RE: Second tranche of OWS funds 
(b) (4). (&) (5) 


From: Tabak, Lawrence (NIH/OD) [E] < b6 
Sent: Friday, January 22, 2021 11:23 AM 

To: Shapiro, Neil (NIH/OD) [E] < b6 
Subject: Re: Second tranche of OWS funds 


(&) (4). &) G) 


From: "Shapiro, Neil (NIH/OD) [E]" < b6 
Date: Friday, January 22, 2021 at 11:17 AM 
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To: "Tabak, Lawrence (NIH/OD) [E]" < b6 
Subject: RE: Second tranche of OWS funds 


(b) 4). (&) 6) 


From: Tabak, Lawrence (NIH/OD) [E] < v6 
Sent: Friday, January 22, 2021 8:12 AM 

To: Shapiro, Neil (NIH/OD) [E] < b6 
Subject: FW: Second tranche of OWS funds 


Status? 


From: "Wholley, David (FNIH) [T]" < b6 
Date: Friday, January 22, 2021 at 7:36 AM 

To: "Tabak, Lawrence (NIH/OD) [E]" < b6 
Ce: "Freire, Maria (FNIH) [T]" < b6 

Subject: FW: Second tranche of OWS funds 


Hi Larry, (b) (4), (b) (5). 
Thanks, David 


From: Tabak, Lawrence (NIH/OD) [E] < b6 

Sent: Friday, January 8, 2021 10:00 AM 

To: Wholley, David (FNIH) [T] < b6 

Ce: Freire, Maria (FNIH) [T] < b6 Shapiro, Neil (NIH/OD) [E] < v6 
Subject: Re: Second tranche of OWS funds 


Sorry — | expect this late next week 

© ASFR= Office of the assistant secretary for financial resources at HHS 

¢ |DDA= Intra-Departmental Delegation of Authority; it is a delegation of authority to obligate and outlay funds 
| have cc’d Neil Shapiro to alert him to urgency. 
Larry 


From: "Wholley, David (FNIH) [T]" b6 
Date: Friday, January 8, 2021 at 9:54 AM 
To: "Tabak, Lawrence (NIH/OD) [E]" < b6 
Ce: "Freire, Maria (FNIH) [T]" < b6 

Subject: RE: Second tranche of OWS funds 


Hi, Larry. Thanks for the update. I’m afraid | do not know who ASFR is or what an IDDA is. (b) (4). (b) (5) 
() (4), (&) (5) 


From: Tabak, Lawrence (NIH/OD) [E] < b6 
Sent: Thursday, January 7, 2021 11:09 AM 

To: Wholley, David (FNIH) [T] < b6 

Cc: Freire, Maria (FNIH) [T] < b6 

Subject: Re: Second tranche of OWS funds 


COLL0000019253 


David, 


) @). ©) ©) 
Larry 


From: "Wholley, David (FNIH) [T]" < b6 
Date: Tuesday, January 5, 2021 at 8:45 PM 

To: "Tabak, Lawrence (NIH/OD) [E]" < b6 
Ce: "Freire, Maria (FNIH) [T]" < b6 

Subject: Second tranche of OWS funds 


Hi Larry— 
() (4), (®) (5) 


(b) (4). (b) (5) Thanks, David 


David Wholley 

Senior Vice-President, Research Partnerships 

Foundation for the National Institutes of Health 
b6 


fhih, 
11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


In 2019, the FNIH earned the highest rating from Charity Navigator for the fifth consecutive yeur and was recognized 


as an organization that exceeds industry standards. 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 10/23/2020 8:25:24 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Stoffels, Paul 
[ b6 

cc: Woodcock, Janet (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf4887 9192 169bd7644e29-Janet.Woodc]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsi4]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Lynn Marks 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ddab9ae84c67464e8a10928c247 10ec3-glmarksOS.m]; Harrigan, Rachel 
(HHS/IOS) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=41f4c4e7fa8c48359fe7fdcef26cbabc-Rachel Harr]; William Erhardt 
[ b6 Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsi4] 

Subject: RE: ACTIV/TransCelerate Discussion 


This sounds really encouraging — many thanks, Paul, for suggesting this approach. 


Francis 

From: Wholley, David (FNIH) [T] < b6 

Sent: Thursday, October 22, 2020 5:52 PM 

To; Stoffels, Paul < b6 

Cc: Collins, Francis (NIH/OD) [E] < b6 Woodcock, Janet (FDA/CDER) < b6 

Collins, Francis (NIH/OD) [E] < b6 Adam, Stacey (FNIH) [T] < b6 Freire, Maria (FNIH) [T] 
< b6 Lynn Marks < b6 Harrigan, Rachel (HHS/IOS) < b6 

William Erhardt < b6 Adam, Stacey (FNIH) [T] < b6 


Subject: ACTIV/TransCelerate Discussion 


Dear Paul: 


(b) (4). (b) (5) 
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©) @). ©) () 


David 


David Wholley 
Senior Vice-President, Research Partnerships 
Foundation for the National Institutes of Health 


i tg 
11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


In 2019, the FNIH earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organization that exceeds industry standards. 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 10/23/2020 12:27:31 AM 

To: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabce42247548e596778304f781f-austinc]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabak|]; Anderson, James (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Parker, Ashley 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras] 

Subject: FW: OWS Board Updates for Oct 22nd 

Attachments: 2020-10-22 OWS board briefing Vx Tx overview Final.odf; OWS Board Weekly (October 22 2020).pdf 


FYI, not for distribution. 


From; Tignor, Beth (HHS/IOS) < b6 
Sent: Thursday, October 22, 2020 3:15 PM 
To: Harrison, Brian (HHS/IOS) < b6 Lukens IV, Mel (HHS/IOS) < b6 Mango, 
Paul (HHS/IOS) < b6 Puesan, Cesar (HHS/OS/IOS) < b6 Stecker, Judy (OS/IOS) 
< v6 Tignor, Beth (HHS/IOS) < b6 Slaoui, Moncef < b6 
Boyd, Charlton J, EOP/WHO < b6 Birx, Deborah b6 
< b6 Alexander, Matthew (HHS/IOS) < b6 McGuffee, Tyler A. 
(ovp.eop.gov) < b6 b6 Smith, Brad (CMS/OA) 
< b6 Powers, Anne CIV SD < b6 Collins, Francis (NIH/OD) [E] 
< b6 Chumaceiro, Emily ClV SD < b6 De Notaristefani, Carlo (OS/IOS) 
< b6 Carlo de Notaristefani < b6 McManus, Ayanna (NIH/OD) [E] 
< v6 Mcqueen, BG Anthony (HHS/IOS) < b6 Fauci, Anthony 
(NIH/NIAID) [E] < b6 Conrad, Patricia (NIH/NIAID) [E] < b6 SH1 (fda.hhs.gov) 
< b6 Sheehy, Janice (FDA/ORA) < b6 Redfield, Robert R. (CDC/OD) 
< b6 Williams, Teresa (CDC/OD/OCS) < b6 Gershman, Lynn E. (CDC/OD/OCS) 
< b6 Woodcock, Janet (FDA/CDER) < b6 Tromberg, Bruce (NIH/NIBIB) [E] 
< b6 EDH (0S/l0S) < b6 jck (who.eop.gov) < b6 Callahan, 
Kenneth (HHS/IOS) < b6 Pfundt, Tiffany (OS/IOS) < b6 Disbrow, Gary 
(OS/ASPR/BARDA) < b6 Perna, Gen Gustave F (HHS/IOS) < b6 Cassidy 
(who.eop.gov) < b6 Abel, Vadm Daniel (HHS/IOS) < b6 

b6 Butler, Benjamin (NIH/OD) [E] < b6 Moughalian, Jen (HHS/ASFR) 
< b6 Gregory.B. b6 Kadlec, Robert (OS/ASPR/IO) 
ig b6 Ford-Barnes, Arwenthia (OS/ASPR/IO) < b6 Charrow, Robert 
(HHS/OGC) < b6 White, Caroline (HHS/OGC) < b6 Carr, Nicole (OS/10S) 
< b6 Shirley, COL Eric (HHS/IOS) < b6 Gonzalez, Hannah CIV SD 
< b6 Barton, CAPT Michael (HHS/IOS) < b6 OS Secretarys Operations 
Center < b6 Bruno, Grace A. EOP/OMB < bé Ostrowski, Paul (HHS/I0S) 
< b6 Hepburn, Matt (HHS/IOS) < b6 


Subject: OWS Board Updates for Oct 22nd 


COLL0000019263 


Good Afternoon Everyone , 
Attached are the OWS Board updates for this week. 
Have a wonderful evening 


VR 

Beth Tignor 

Director of Scheduling 

The Revartvent of Health and Human Services 


Confidential and pre-decistonad communication 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 10/23/2020 8:44:18 AM 

To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875{0679648859e1cf101c0943414-adamsj4]; Sharpless, Norman 
(NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=340f3d07b6644da7acaS3ab83dc066ef-sharplessne]; Hammerman, Peter 
[ 6 Scott Patterson | b6 

ce: McManus, Ayanna (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249bSb36ad2 16e237e-amcmanus]; Wood, Gretchen 
(NIH/OD) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5Sd1e0e1a8f76c1f-woodgs]; Togashi, Mieko (NIH/NCI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=136a7 3bd42274938aa467e738767f83e-togashim]; 

b6 Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc] 

Subject: RE: Slides for Review and Feedback for PACT Extended Executive Committee Meeting - Monday, October 26 


Hi Stacey, 
Yes, we all have a LOT on our plates — but OMG so do you with all you are doing with ACTIV! 


The slides look generally fine. One small thing — the proportion of individuals who responds to IO is given as 
15 — 20% on slide 7, and 30% on slide 8. It would be good to be consistent — what's the best estimate now? 


Francis 

From: Adam, Stacey (FNIH) [T] < b6 

Sent: Wednesday, October 21, 2020 10:27 AM 

To: Collins, Francis (NIH/OD) [E] < b6 Sharpless, Norman (NIH/NCI) [E] < b6 
Hammerman, Peter < b6 Scott Patterson < b6 

Cc: McManus, Ayanna (NIH/OD) [E] < b6 Wood, Gretchen (NIH/OD) [E] < b6 
Togashi, Mieko (NIH/NCI) [E] < b6 b6 Wholley, David (FNIH) [T] 
< b6 Melencio, Cheryl (FNIH) [T] < b6 


Subject: Slides for Review and Feedback for PACT Extended Executive Committee Meeting - Monday, October 26 

Dear Francis, Ned, Peter, and Scott, 

Thank you all so much for being willing to present at the PACT EEC meeting on Monday. As | have spoken with your 
administrators and | know your schedules too tight this week for a slide review, | am sending you the attached slides for 
your feedback on any needed revisions. | am also attaching a separate copy of the agenda for your ease of review. 
Please review and let us know by 5pm ET on Friday, October 23" if you can with any revisions you would like to see to 
the slides in your section or in any part of the presentation. Of note, | just would like to call your attention to the fact 
that while we are repeating some information that the EC has seen, we do have some new EEC members that will not 
have seen this material. 


Thank you again for your time to review these slides, when | know you all have A LOT on your plates. 


Kind regards, 


COLL0000019266 


Stacey 


Stacey J. Adam, PhD 
Director, Cancer 


Research Partnerships 
Foundation for the National Institutes of Health 
Direct: b6 Mobile: b6 


Donate to the 


*NIH's Pandemic Response Fund to combat COVID-19: fhih.org/pandemic 


FNIH PANDEMIC 


RESPONSE FUND 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 10/26/2020 10:27:50 PM 

To: Lane, Cliff (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane] 

Subject: FW: NIAID Statement on ACTIV-3 Trial Closing LY-CoV555 Sub-Study 


So it was terminated for futility? 


Any sense of whether this is a class effect? 


Francis 

From: Myles, Renate (NIH/OD) [E] < b6 

Sent: Monday, October 26, 2020 6:09 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 

Parker, Ashley (NIH/OD) [E] < b6 Freire, Maria (FNIH) [T] < b6 Wholley, David 
(FNIH) [T] < b6 Adam, Stacey (FNIH) [T] < b6 McManus, Ayanna (NIH/OD) [E] 

< b6 Wood, Gretchen (NIH/OD) [E] < b6 

Ce: Burklow, John (NIH/OD) [E] < b6 Fine, Amanda (NIH/OD) [E] < b6 

Wojtowicz, Emma (NIH/OD) [E] < bé Seigfreid, Kim (NIH/OD) [E] < b6 

Schwetz, Tara (NIH/OD) [E] < b6 Wolinetz, Carrie (NIH/OD) [E] < be Hallett, 
Adrienne (NIH/OD) [E] < b6 Higgins, Lauren (NIH/OD) [E] < b6 Brodd, Lauren 
(NIH/OD) [E] < b6 Meltzer, Abbey (FNIH) [T] < b6 Gorman, Greta (FNIH) [T] 

< b6 


Subject: NIAID Statement on ACTIV-3 Trial Closing LY-CoV555 Sub-Study 


This statement is posting on the NIAID news page shortly and is currently being shared with reporters who have 
inquired: 


STATEMENT 
NIH-Sponsored ACTIV-3 Trial Closes LY-CoV555 Sub-study 


The ACTIV-3 clinical trial evaluating the investigational monoclonal antibody LY-CoV555 in hospitalized patients with 
COVID-19 will not enroll more participants into this sub-study following a recommendation from the independent Data 
and Safety Monitoring Board (DSMB). The trial is sponsored by the National Institute of Allergy and Infectious Diseases 
(NIAID), part of the National Institutes of Health. 


ACTIV-3 is a master protocol designed to allow for the study of multiple investigational agents compared to placebo in 
adults hospitalized with COVID-19. Participants in the trial are randomly assigned to receive either an experimental 
agent or a matched placebo. All participants also receive standard care for patients hospitalized with COVID-19, 
including the antiviral remdesivir. After five days, participants’ clinical status is assessed based on an ordinal scale. If the 
investigational agent appears to be safe and effective based on an evaluation of the first 300 participants (stage 1), an 
additional 700 participants are randomized and followed for 90 days to assess sustained recovery, defined as being 
discharged, alive and home for 14 days (stage 2). 


The first agent evaluated in the Phase 3, randomized, controlled trial was LY-CoV555. The monoclonal antibody was 
discovered by AbCellera Biologics based in Vancouver, in collaboration with NIAID’s Vaccine Research Center. 


COLL0000019274 


Subsequently, it was developed and manufactured by Indianapolis-based Lilly Research Laboratories, Eli Lilly and 
Company, in partnership with AbCellera. 


The DSMB reviewed data from the ACTIV-3 trial on Oct. 26, 2020 and recommended no further participants be 
randomized to receive LY-CoV555 and that the investigators be unblinded to the data. This recommendation was based 
ona low likelihood that the intervention would be of clinical value in this hospitalized patient population. This follows 
the Oct. 13, 2020 DSMB recommendation to pause enrollment out of an abundance of caution. While the DSMB noted 
on Oct. 13 that a pre-defined boundary for safety was reached at day 5, differences in safety outcomes between the 
groups were not significant in the updated data set and the Oct. 26 decision was driven by lack of clinical benefit for LY- 
CoV555 in a hospitalized population. 


Enrollment into the LY-CoV555 sub-study closed with 326 total participants. Those participants will continue to be 
followed until day 90. NIAID and trial coordinating investigators are in the process of analyzing the data and will provide 
more information in a forthcoming report. ACTIV-3 is an adaptive master protocol, and NIAID will provide information 
on additional investigational agents being planned for evaluation and any potential changes to the trial design as testing 
of new agents begins. 


The DSMB that oversees ACTIV-3 also oversees ACTIV-2, another adaptive trial evaluating LY-CoV555 in the outpatient 
population. The DSMB does not recommend any changes to ACTIV-2, and this study continues to enroll participants. 


COLL0000019274 


From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 10/26/2020 10:42:25 PM 

To: Lane, Cliff (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane] 

Subject: RE: NIAID Statement on ACTIV-3 Trial Closing LY-CoVS55 Sub-Study 


Very significant. 


From: Lane, Cliff (NIH/NIAID) [E] < v6 

Sent: Monday, October 26, 2020 6:36 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Subject: Re: NIAID Statement on ACTIV-3 Trial Closing LY-CoV555 Sub-Study 
(©) (4). &) (S) 

Cliff 

From: "Collins, Francis (NIH/OD) [E]" b6 

Date: Monday, October 26, 2020 at 6:27 PM 

To: "Lane, Cliff (NIH/NIAID) [E]" < b6 


Subject: FW: NIAID Statement on ACTIV-3 Trial Closing LY-CoV555 Sub-Study 
So it was terminated for futility? 


Any sense of whether this is a class effect? 


Francis 
From: Myles, Renate (NIH/OD) [E] < b6 
Sent: Monday, October 26, 2020 6:09 PM 
To; Collins, Francis (NIH/OD) [E] b6 Tabak, Lawrence (NIH/OD) [E] < b6 ; 
Parker, Ashley (NIH/OD) [E] b6 Freire, Maria (FNIH) [T] b6 Wholley, David 
(FNIH) [T] < b6 ; Adam, Stacey (FNIH) [T] b6 ; McManus, Ayanna (NIH/OD) [E] 

b6 Wood, Gretchen (NIH/OD) [E] b6 
Ce: Burklow, John (NIH/OD) [E] b6 >; Fine, Amanda (NIH/OD) [E] < b6 
Wojtowicz, Emma (NIH/OD) [E] b6 >; Seigfreid, Kim (NIH/OD) [E] < b6 
Schwetz, Tara (NIH/OD) [E] b6é >; Wolinetz, Carrie (NIH/OD) [E] v6 Hallett, 
Adrienne (NIH/OD) [E] b6 ; Higgins, Lauren (NIH/OD) [E] < b6 Brodd, Lauren 
(NIH/OD) [E] < b6 Meltzer, Abbey (FNIH) [T] b6 ; Gorman, Greta (FNIH) [T] 
< b6 


Subject: NIAID Statement on ACTIV-3 Trial Closing LY-CoV555 Sub-Study 


COLL0000019275 


This statement is posting on the NIAID news page shortly and is currently being shared with reporters who have 
inquired: 


STATEMENT 
NIH-Sponsored ACTIV-3 Trial Closes LY-CoV555 Sub-study 


The ACTIV-3 clinical trial evaluating the investigational monoclonal antibody LY-CoV555 in hospitalized patients with 
COVID-19 will not enroll more participants into this sub-study following a recommendation from the independent Data 
and Safety Monitoring Board (DSMB). The trial is sponsored by the National Institute of Allergy and Infectious Diseases 
(NIAID), part of the National Institutes of Health. 


ACTIV-3 is a master protocol designed to allow for the study of multiple investigational agents compared to placebo in 
adults hospitalized with COVID-19. Participants in the trial are randomly assigned to receive either an experimental 
agent or a matched placebo. All participants also receive standard care for patients hospitalized with COVID-19, 
including the antiviral remdesivir. After five days, participants’ clinical status is assessed based on an ordinal scale. If the 
investigational agent appears to be safe and effective based on an evaluation of the first 300 participants (stage 1), an 
additional 700 participants are randomized and followed for 90 days to assess sustained recovery, defined as being 
discharged, alive and home for 14 days (stage 2). 


The first agent evaluated in the Phase 3, randomized, controlled trial was LY-CoV555. The monoclonal antibody was 
discovered by AbCellera Biologics based in Vancouver, in collaboration with NIAID’s Vaccine Research Center. 
Subsequently, it was developed and manufactured by Indianapolis-based Lilly Research Laboratories, Eli Lilly and 
Company, in partnership with AbCellera. 


The DSMB reviewed data from the ACTIV-3 trial on Oct. 26, 2020 and recommended no further participants be 
randomized to receive LY-CoV555 and that the investigators be unblinded to the data. This recommendation was based 
ona low likelihood that the intervention would be of clinical value in this hospitalized patient population. This follows 
the Oct. 13, 2020 DSMB recommendation to pause enrollment out of an abundance of caution. While the DSMB noted 
on Oct. 13 that a pre-defined boundary for safety was reached at day 5, differences in safety outcomes between the 
groups were not significant in the updated data set and the Oct. 26 decision was driven by lack of clinical benefit for LY- 
CoV555 in a hospitalized population. 


Enrollment into the LY-CoV555 sub-study closed with 326 total participants. Those participants will continue to be 
followed until day 90. NIAID and trial coordinating investigators are in the process of analyzing the data and will provide 
more information in a forthcoming report. ACTIV-3 is an adaptive master protocol, and NIAID will provide information 
on additional investigational agents being planned for evaluation and any potential changes to the trial design as testing 
of new agents begins. 


The DSMB that oversees ACTIV-3 also oversees A‘ 2, another adaptive trial evaluating LY-CoV555 in the outpatient 
population. The DSMB does not recommend any changes to ACTIV-2, and this study continues to enroll participants. 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

Sent: 10/28/2020 6:24:18 PM 

To: Lane, Cliff (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabc42247548e5967 78304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 

Subject: RE: Follow-up on ACTIV-3 DSMB 


What's the timetable for finding out pre-infusion SARS-CoV-2 antibody levels in ACTIV-3 participants? 


From: Lane, Cliff (NIH/NIAID) [E] < b6 

Sent: Wednesday, October 28, 2020 12:55 PM 

To: Wholley, David (FNIH) [T] < b6 Collins, Francis (NIH/OD) [E] < b6 Tabak, 
Lawrence (NIH/OD) [E] < b6 Freire, Maria (FNIH) [T] < b6 Austin, Christopher 
(NIH/NCATS) [E] < b6 Parker, Ashley (NIH/OD) [E] < b6 Anderson, James 
(NIH/OD) [E] < b6 


Subject: Re: Follow-up on ACTIV-3 DSMB 
Sorry I could not make the call this morning. 


I think the current bottom line from the review of the data thus far is that one cannot say whether or not this is a class 
effect and the only way to really know is to examine other (somewhat different) agents in the same class. 


Cliff 

From: "Wholley, David (FNIH) [T]" < b6 

Date: Wednesday, October 28, 2020 at 12:50 PM 

To: "Collins, Francis (NIH/OD) (E]" < b6 Lawrence Tabak < b6 "Lane, 
Cliff (NIH/NIAID) [E]" < b6 "Freire, Maria (FNIH) [T]"< b6 "Austin, 
Christopher (NIH/NCATS) [E]" < b6 "Parker, Ashley (NIH/OD) [E]" 

< b6 “Anderson, James (NIH/OD) [E]" < b6 


Subject: Follow-up on ACTIV-3 DSMB 


Hi Francis: 
(&) @). @) G) 


Thanks, David 


COLL0000019282 


David Wholley 

Senior Vice-President, Research Partnerships 

Foundation for the National Institutes of Health 
b6é 

org 

Rockville Pike Suite 600 North Bethesda, MD 20852 


In 2019, the FNIH earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organization that exceeds industry standards, 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 10/29/2020 10:50:41 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

Subject: RE: ACTIV Calls for December 


| would think just a Leadership Team in the 2 week of December, but let’s check with the War Room team 
tomorrow AM. 


FC 

From: Wholley, David (FNIH) [T] < b6 
Sent: Thursday, October 29, 2020 1:53 PM 
To: Collins, Francis (NIH/OD) [E] < b6 


Subject: FW: ACTIV Calls for December 


Hi Francis—thoughts? 


From: Melencio, Chery! (FNIH) [T] b6 
Sent: Thursday, October 29, 2020 12:40 PM 
To: Wholley, David (FNIH) [T] b6 


Subject: ACTIV Calls for December 
David 


Should we schedule calls for December? —_ With the holidays it may be hard to get an ACTIV EC and ACTIV Leadership 
Team call in. Joe and | were discussing this and he said maybe we should just schedule a Leadership Team Call for the 
24 or 3 week, but that would be something you and Francis need to decide. I’d like to reach out to Gretchen to get it 
set up, whatever is decided. 


Thanks 
Cheryl 


Cheryt Melencio 

Administrative Manager, Research Partnerships 

Foundation for the National Institutes of Health 
b6 

fnih,org 

11400 Rockville Pike Suite 600 North Be 


da, MD 20852 


Donate to the FNIH’s Pandemic Response Fund to combat COVID-19: fhih.org/pandemic 


ENIH PANDEMIC 


RESPONSE FUND 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES50D2FFOB6C2-COLLINSF] 

Sent: 10/30/2020 2:49:27 PM 

To: Austin, Christopher (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f781f-austinc]; Anderson, James (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonim]; Lane, Cliff (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d345Seaf14854c83f41d84-freiremc]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras) 

Subject: RE: ACTIV-3 by date of symptom onset 


Seems more and more like a class effect for hospitalized patients.... 


From: Austin, Christopher (NIH/NCATS) [E] < b6 

Sent: Friday, October 30, 2020 10:12 AM 

To: Anderson, James (NIH/OD) [E] < b6 Lane, Cliff (NIH/NIAID) [E] < b6 

Wholley, David (FNIH) [T] < b6 Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence 
(NIH/OD) [E] < b6 Freire, Maria (FNIH) [T] < b6 Parker, Ashley (NIH/OD) [E] 

< b6 


Subject: RE: ACTIV-3 by date of symptom onset 


Remarkably similar announcement just out from Regeneron about their inpatient trial. Note “safety signal”, so being 
stopped not just for futility. 


REGENERON 


October 30, 2020 at 9:12 AM EDT 


REGN-COV2 INDEPENDENT DATA MONITORING 
COMMITTEE RECOMMENDS HOLDING 
ENROLLMENT IN HOSPITALIZED PATIENTS WITH 
HIGH OXYGEN REQUIREMENTS AND CONTINUING 
ENROLLMENT IN PATIENTS WITH LOW OR NO 
OXYGEN REQUIREMENTS 


TARRYTOWN, N.Y., Oct. 30, 2020 /PRNewswire/ -- 


Back 


The IDMC also recommends continuation of enrollment in the REGN-COV2 outpatient trial 


COLL0000019303 


Regeneron Pharmaceuticals, Inc. (NASDAQ: REGN) received today a recommendation from 

the independent data monitoring committee (IDMC) for the REGN-COV2 antibody cocktail treatment trials 
for COVID-19 that the current hospitalized patient trial be modified. Specifically, based on a potential 
safety signal and an unfavorable risk/benefit profile at this time, the DMC recommends further enrollment 
of patients requiring high-flow oxygen or mechanical ventilation be placed on hold pending collection and 
analysis of further data on patients already enrolled. The IDMC also recommends continuing enrollment of 
hospitalized patients requiring either no or low-flow oxygen as the risk/benefit remains acceptable in these 
cohorts. Finally, the IDMC recommends continuation of the outpatient trial without modification. 


Regeneron remains blinded to the data and is implementing the IDMC recommendations. Regeneron is 
also informing the U.S. Food and Drug Administration, which is currently evaluating REGN-COV2 for a 
potential Emergency Use Authorization in mild-to-moderate outpatients at high risk for poor outcomes. 
Regeneron is also sharing the recommendation with the independent committee monitoring the 
RECOVERY trial in the UK, which is evaluating REGN-COV2 in hospitalized patients. 


From: Anderson, James (NIH/OD) [E] < b6 
Sent: Friday, October 30, 2020 9:02 AM 
To: Lane, Cliff (NIH/NIAID) [E] <cl b6 Wholley, David (FNIH) [T] b6 >; Collins, Francis 
(NIH/OD) [E] < b6 >; Tabak, Lawrence (NIH/OD) [E] < b6 Freire, Maria (FNIH) [T] 
b6 ; Austin, Christopher (NIH/NCATS) [E) b6 Parker, Ashley (NIH/OD) [E] 
b6 


Subject: RE: ACTIV-3 by date of symptom onset 


The concept of time dependence of protection and the mechanism could be tested in Rhesus. Different nAbs could be 
compared. Although the answer may come soon from the human trials. 
It turns out NHPs are being used very sparingly. 


Jim 

From: Lane, Cliff (NIH/NIAID) [E] < b6 

Sent: Friday, October 30, 2020 8:13 AM 

To: Wholley, David (FNIH) (T] <d b6 ; Collins, Francis (NIH/OD) [E- b6 >; Tabak, 
Lawrence (NIH/OD) [E] < b6 Freire, Maria (FNIH) [T] < b6 Austin, Christopher 
(NIH/NCATS) [E] b6 Parker, Ashley (NIH/OD) [E] < b6 ; Anderson, James 
(NIH/OD) [E] b6 


Subject: ACTIV-3 by date of symptom onset 
Subgroup analysis based on days since symptom onset is below — please treat as confidential. 


Table 6.6: Subgroup Analyses for the Day 5 Ordinal Pulmonary Outcome 


Group A Group B Proportional Odds *) Interaction 

Baseline Subgroup No. Score® Mo. Score®* Of 95% Cl P-value «P-value 
| Days since symptom onset” | 
$s 56 28 45 26 102 048,219 98 | 
| 68 45 29 52 27) «0.790 —(0.37,169 55 | 
| 9 59 29 3 28 110 085.219 79 | 


COLL0000019303 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 
Sent: 10/30/2020 9:04:27 PM 


To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 
cc: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d345S5eaf14854c83f41d84-freiremc]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tadakl]; Burklow, John (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43cO8be856acb5b964ca-burklowj]; Myles, Renate (NIH/OD) 
{E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd87510679648859e1cf101c0943414-adamsj4] 


Subject: RE: Update on Surgeon General Posts 
| would think (&) 6) 
(b) (5) 
(b) (S) 
The e-mail thread mentions “flyers”. Just to be sure, (b) () 
(b) (5) 
FC 
From: Wholley, David (FNIH) [T] < b6 
Sent: Friday, October 30, 2020 4:31 PM 
To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 
Cc: Freire, Maria (FNIH) [T] < b6 
Subject: FW: Update on Surgeon General Posts 
Hi Francis and Larry, anything that can be done here? 
From: Adam, Stacey (FNIH) [T] < b6 
Sent: Friday, October 30, 2020 11:03 AM 
To: Wholley, David (FNIH) [T] < b6 
Subject: FW: Update on Surgeon General Posts 
Hi David, 
Please see Bill and Davey’s notes below. | know FC spoke with (b) (5) 
(&) (5) 
Thanks, 
Stacey 


Stacey J, Adam, PhD 

Director, Cancer 

Research Partnerships 

Direct: b6 Mobile: ( b6 


COLL0000019305 


From: Erhardt, William (HHS/IOS) < b6 

Sent: Friday, October 30, 2020 10:35 AM 

To: Teyhen, Deydre (HHS/IOS) < dé 

< b6 Bugin, Kevin (FDA/CDER) < 
< b6 

Subject: FW: Update on Surgeon General Posts 


Woodcock, Janet (FDA/CDER) 
Adam, Stacey (FNIH) [T] 


£& 


Dear All: 


Wondering if any of you have any ideas on how we can (b) (5) 
(&) 6) 
(&) 6) 


Thanks, in advance, 
Bill 


P.S. — Also, please note the great response to Dr. Adams video. Thanks to Janet and Chris for helping to arrange. 


From: Smith, David < b6 

Sent: Thursday, October 29, 2020 7:02 PM 

To: Currier, Judith, M.D. < b6 Erin Bouldin < b6 Erhardt, William (HHS/IOS) 
< b6 b6 Jenna Conley <jenna@conleycommunications.net>; Hoffman, 
Karen R. < b6 Kim, Peter (NIH/NIAID) [E] < b6 Wohl, David A 

<david b6 

Ce: Heidi Forman < b6 David Bowen < b6 Amy Gomez < b6 

Samantha Dolin < b6 


Subject: Re: Update on Surgeon General Posts 


(b) 6) 
(b) (5) Any ideas there? 


Davey Smith, MD, MAS 

Protocol Chair | ACTIV-2 (www.riseabovecovid.org) 

Head | Division of Infectious Diseases and Global Public Health 
Professor | Department of Medicine 

Co-Director | San Diego Center for AIDS Research (CFAR) 
Florence Riford Seeley Chair | AIDS Research 

University of California San Diego | b6 

Pronouns: he, him, his 


Administrative Contact: 


Colleen Reich | b6 
9500 Gilman Drive, La Jolla, CA 92093-0679 
P, b6 [F. bé 


If your research has been supported by the San Diego CFAR, please be sure to acknowledge that support in your 
resulting publications and presentations (Al036214). More on acknowledging CFAR support may be found 
at https://cfar.ucsd.edu/en/cite-the-cfari. 
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: Currier, Judith, M.D. « v6 


Froi 
Sent: Thursday, October 29, 2020 3:23 PM 
To: Erin Bouldin < b6 William Erhardt < b6 Davey Smith < b6 

b6 < b6 Jenna Conley < b6 Hoffman, 
Karen R. < b6 b6 < b6 Wohl, David A 

b6 

Ce: Heidi Forman < v6 David Bowen < b6 Amy Gomez < b6 
Samantha Dolin b6 


Subject: Re: Update on Surgeon General Posts 


This is fantastic. 


Thanks! 
From: Erin Bouldin < b6 
Date: Thursday, October 29, 2020 at 11:11 AM 
To: William Erhardt < b6 Davey Smith b6 >, Kara Chew 
b6 >, Jenna Conley b6 ; "Hoffman, Karen R." 
< b6 Peter Kim < b6 y>, Judy Currier 
< b6 David A Wohl b6 
Ce: Heidi Forman b6 >, David Bowen b6 >, Amy Gomez 
< b6 Samantha Dolin b6 


Subject: Update on Surgeon General Posts 


CAUTION - EXTERNAL EMAIL:Do not click links or open attachments unless you recognize the sender. 

Hi Team - 

See below. When the Surgeon General’s press secretary calls on a Thursday afternoon, you answer. 

They are going to approve all of our organic social posts featuring the SG, and then they’re going to see how 
they can help promote and spread the word. There is an OWS Commis cal] tomorrow where Kate plans to lay on 
the pressure and figure out what they can do for us. I don’t know exactly what it means, but I have no doubt that 


she will follow up with Bill (and myself if she needs anything). 


Peter, she did ask who was our NIH “comms” person. I told her I had only worked with you and you had helped 
us so much. She laughed and said, “activate anyone who can help you get the word out.” 


Best, 
Erin 


Begin forwarded message: 


From: "Migliaccio-Grabill, Kate (HHS/OASH)" < b6 
Date: October 29, 2020 at 1:59:57 PM EDT 

To: Erin Bouldin < b6 "Erhardt, William (HHS/IOS)" 
< b6 


Subject: RE: Surgeon General Posts 


COLL0000019305 


Hi Erin, glad we got a chance to talk. We flagged with our colleagues and will be in touch ASAP! 


Erin, this is great and we LOVE all of it. 


Could you share the final copy of the video? We'd love to see it. We are checking with our ASPA colleagues as well and 
circle back soon. Would you like to post ASAP? 


From: Erin Bouldin < b6 

Sent: Thursday, October 29, 2020 9:34 AM 

To: Erhardt, William (HHS/IOS) b6 

Ce: Migliaccio-Grabill, Kate (HHS/OASH) < b6 
Subject: Re: Surgeon General Posts 


Perfect, thanks Bill, and very nice to meet you Kate. 


We are so appreciative of the video Dr. Adams recorded for Activ-2/Rise Above COVID. We 
currently have paid Facebook advertising running to drive awareness of the study. Thanks to this, 
our RiseAboveCOVID Facebook page is getting more eyes. 


We have started to publish content regularly and will continue to do so, We would love to get the 
SG’s video up on the page, as well as on our newly launched Instagram page. Additionally, we 
have created a Twitter post to be shared organically by advocates of the study. Essentially we 
want to have Dr. Adam’s message available to view and share on all major social media 
platforms. 


Our proposed posts and visuals are in the attached deck for review. 

If you have ideas on how to distribute more widely, we would be happy to help in any way. We 
know that the more cyes we have on this message/awareness of the trial, the better it will be for 
recruitment. No surprise to you, we see an increase in traffic to the study website/call center 
when a prominent figure posts on social media, or there is discussion in the news. 


Please let me know what else I can provide, and thank you again. 


Best, 
Erin 


Erin Bouldin 
VP, Group Account Director 


b6 


On Oct 29, 2020, at 9:19 AM, Erhardt, William (HHS/IOS) 
b6 wrote: 


COLL0000019305 


Erin, 


Your question is well timed as I just got a communication from the S.G's office 
yesterday. Kate Migliaccio-Gabrill leads communications for the Surgeon 
General. I've copied Kate on this message to establish a direct channel of 
communication. Would you be able to share the plans directly with Kate and get 
her approval? Also Kate indicated that they may have means to support further 
distribution. Maybe we can work their efforts into the plans. 


Thanks much, 
Bill 


-----Original Message----- 

From: Erin Bouldin <¢ b6 

Sent: Thursday, October 29, 2020 9:13 AM 

To: Erhardt, William (HHS/IOS) < b6 
Subject: Surgeon General Posts 


Hi Bill - 


Sorry to be a nudge, I just wanted to see if you had heard back from the SG’s 
office on our social media posts. We are ready to get the word out upon their 
approval. 


Thanks! 
Erin 


UCLA HEALTH SCIENCES IMPORTANT WARNING: This email (and any attachments) is only intended for the use of the 
person or entity to which it is addressed, and may contain information that is privileged and confidential. You, the 
recipient, are obligated to maintain it in a safe, secure and confidential manner. Unauthorized redisclosure or failure to 
maintain confidentiality may subject you to federal and state penalties, If you are not the intended recipient, please 
immediately notify us by return email, and delete this message from your computer. 
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From: 


Sent: 
To: 


Subject: 
Attachments: 


Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 

10/30/2020 2:46:30 PM 

Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854¢83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257-wholleyd]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Austin, Christopher 
(INIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabce42247548e596778304f781f-austinc]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Parker, Ashley 
(INIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras] 

FW: OWS Board Slides 

2020-10-30 OWS board briefing Vx Tx overview v.1.pdf 


FYI, confidential as usual... 


From: Morris, Katy (HHS/IOS) < be 
Sent: Friday, October 30, 2020 10:26 AM 
Subject: OWS Board Slides 


Good Morning, 


Happy Friday! Please see attached for OWS Board Slides. 


Have a great weekend, 


Katy Covey Morris 
Deputy Scheduler 
The Department of Health and Human Services 


COLL0000019306 


From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ESOD2FFOB6C2-COLLINSF] 


Sent: 10/30/2020 9:17:26 PM 

To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875{0679648859e1cf101c0943414-adamsj4] 

Subject: RE; Update on Surgeon General Posts 

Yes please 

From: Adam, Stacey (FNIH) [T] < b6 

Sent: Friday, October 30, 2020 5:11 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 

Ce: Freire, Maria (FNIH) [T] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 Burklow, 

John (NIH/OD) [E] < b6 Myles, Renate (NIH/OD) [E] < b6 


Subject: RE: Update on Surgeon General Posts 
Hi Francis, 


We will make sure that the NIH Communications get to see the flyers. ACTIV-2 is the only one to have theirs ready so 
far. | could send you an example if you would like to see it. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 


Director, Cancer 

Research Partnerships 

Direct: b6 Mobile: b6 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Friday, October 30, 2020 5:04 PM 

To: Wholley, David (FNIH) (T] < b6 

Cc: Freire, Maria (FNIH) [T] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 Burklow, 
John (NIH/OD) [E] < b6 Myles, Renate (NIH/OD) [E] < b6 Adam, Stacey (FNIH) [T] 
< b6 


Subject: RE: Update on Surgeon General Posts 


| would think (b) (5) 
(b) 6) 
(b) 6) 


The e-mail thread mentions “flyers”. Just to be sure, (b) (5) 
(b) G) 


FC 


From: Wholley, David (FNIH) [T] < b6 
Sent: Friday, October 30, 2020 4:31 PM 
To: Collins, Francis (NIH/OD) [E] <coll b6 Tabak, Lawrence (NIH/OD) [E] < b6 


COLL0000019309 


Cc: Freire, Maria (FNIH) [T] < b6 
Subject: FW: Update on Surgeon General Posts 


Hi Francis and Larry, anything that can be done here? 


From: Adam, Stacey (FNIH) [T] < b6 
Sent: Friday, October 30, 2020 11:03 AM 
To: Wholley, David (FNIH) [T] < b6 


Subject: FW: Update on Surgeon General Posts 
Hi David, 


Please see Bill and Davey’s notes below. | know FC spoke with 


(&) 6) 

Thanks, 
Stacey 

cey J. Adam, PhD 
Director, Cancer 
Research Partnerships 
Direet: b6 Mobile: b6 
From: Erhardt, William (HHS/IOS) b6 
Sent: Friday, October 30, 2020 10:35 AM 
To: Teyhen, Deydre (HHS/IOS) < b6 
< b6 Bugin, Kevin (FDA/CDER) < 


< b6 
Subject: FW: Update on Surgeon General Posts 


Dear All: 


Wondering if any of you have any ideas on how we can 
(b) (5) 
(b) (5) 


Thanks, in advance, 
Bill 


(b) (5) 


Woodcock, Janet (FDA/CDER) 
Adam, Stacey (FNIH) [T] 


gE 


(b) (5) 


P.S. + Also, please note the great response to Dr. Adams video. Thanks to Janet and Chris for helping to arrange. 


From: Smith, David < b6 

Sent: Thursday, October 29, 2020 7:02 PM 

To: Currier, Judith, M.D. < b6 Erin Bouldin < 

< b6 b6 Jenna Conley < 

Karen R. < b6 Kim, Peter (NIH/NIAID) [E] 
b6 

Cc; Heidi Forman < b6 David Bowen < 

Samantha Dolin < b6 


Subject: Re: Update on Surgeon General Posts 


b6 Erhardt, William (HHS/IOS) 
b6 >; Hoffman, 
b6 Wohl, David A 
Amy Gomez < b6 


COLL0000019309 


©) 6) 
(b) (5) Any ideas there? 


Davey Smith, MD, MAS 

Protocol Chair | ACTIV-2 (www.riseabovecovid.org) 

Head | Division of Infectious Diseases and Global Public Health 
Professor | Department of Medicine 

Co-Director | San Diego Center for AIDS Research (CFAR) 
Florence Riford Seeley Chair | AIDS Research 

University of California San Diego | b6 

Pronouns: he, him, his 


Administrative Contact: 


Colleen Reich | b6 L 
9500 Gilman Drive, La Jolla, CA 92093-0679 
Ps b6 (ios b6 


If your research has been supported by the San Diego CFAR, please be sure to acknowledge that support in your 
resulting publications and presentations (Al036214). More on acknowledging CFAR support may be found 
at https://cfar.ucsd.edu/en/cite-the-cfar/. 


Currier, Judith, M.D. « b6 
Sent: Thursday, October 29, 2020 3:23 PM 
To: Erin Bouldin < v6 William Erhardt b6 Davey Smith < b6 
b6 < b6 Jenna Conley < b6 Hoffman, 
Karen R. < b6 b6 < b6 Wohl, David A 
v6 
Ce: Heidi Forman < b6 David Bowen < b6 Amy Gomez < b6 
Samantha Dolin < b6 


Subject: Re: Update on Surgeon General Posts 


This is fantastic. 


Thanks! 

From: Erin Bouldin < b6 

Date: Thursday, October 29, 2020 at 11:11 AM 

To: William Erhardt < b6 Davey Smith < b6 u>, Kara Chew 

< b6 >, Jenna Conley b6 >, "Hoffman, Karen R." 
< b6 Peter Kim b6 > Judy Currier 

< b6 David A Wohl b6 

Ce: Heidi Forman b6 >, David Bowen b6 >, Amy Gomez 

< b6 Samantha Dolin b6 > 


Subject: Update on Surgeon General Posts 


CAUTION - EXTERNAL EMAIL:Do not click links or open attachments unless you recognize the sender. 


Hi Team - 


COLL0000019309 


See below. When the Surgeon General’s press secretary calls on a Thursday afternoon, you answer. 


They are going to approve all of our organic social posts featuring the SG, and then they’re going to see how 
they can help promote and spread the word. There is an OWS Comms call tomorrow where Kate plans to lay on 
the pressure and figure out what they can do for us. I don’t know exactly what it means, but I have no doubt that 
she will follow up with Bill (and myself if she needs anything). 


Peter, she did ask who was our NIH “comms” person. I told her I had only worked with you and you had helped 
us so much. She laughed and said, “activate anyone who can help you get the word out.” 


Best, 
Erin 


Begin forwarded message: 


From: "Migliaccio-Grabill, Kate (HHS/OASH)" < b6 
Date: October 29, 2020 at 1:59:57 PM EDT 

To: Erin Bouldin < b6 "Erhardt, William (HHS/IOS)" 
< b6 


Subject: RE: Surgeon General Posts 


Hi Erin, glad we got a chance to talk. We flagged with our colleagues and will be in touch ASAP! 


Erin, this is great and we LOVE all of it. 


Could you share the final copy of the video? We'd love to see it. We are checking with our ASPA colleagues as well and 
circle back soon. Would you like to post ASAP? 


From: Erin Bouldin < b6 

Sent: Thursday, October 29, 2020 9:34 AM 

To: Erhardt, William (HHS/IOS) b6 

Ce: Migliaccio-Grabill, Kate (HHS/OASH) < b6 
Subject: Re: Surgeon General Posts 


Perfect, thanks Bill, and very nice to meet you Kate. 


We are so appreciative of the video Dr. Adams recorded for Activ-2/Rise Above COVID. We 
currently have paid Faccbook advertising running to drive awareness of the study. Thanks to this, 
our RiseAboveCOVID Facebook page is getting more eyes. 


We have started to publish content regularly and will continue to do so. We would love to get the 
SG’s video up on the page, as well as on our newly launched Instagram page. Additionally, we 
have created a Twitter post to be shared organically by advocates of the study. Essentially we 
want to have Dr. Adam’s message available to view and share on all major social media 
platforms. 


Our proposed posts and visuals are in the attached deck for review. 


COLL0000019309 


If you have ideas on how to distribute more widely, we would be happy to help in any way. We 
know that the more eyes we have on this message/awareness of the trial, the better it will be for 
recruitment. No surprise to you, we see an increase in traffic to the study website/call center 
when a prominent figure posts on social media, or there is discussion in the news. 


Please let me know what else I can provide, and thank you again. 


Best, 
Erin 


a 


Erin Bouldin 
VP, Group Account Director 


th b6 


On Oct 29, 2020, at 9:19 AM, Erhardt, William (HHS/IOS) 
<q b6 > wrote: 


Erin, 


Your question is well timed as I just got a communication from the S.G's office 
yesterday. Kate Migliaccio-Gabrill leads communications for the Surgeon 
General. I've copied Kate on this message to establish a direct channel of 
communication. Would you be able to share the plans directly with Kate and get 
her approval? Also Kate indicated that they may have means to support further 
distribution. Maybe we can work their efforts into the plans. 


Thanks much, 
Bill 


From: Erin Bouldin b6 

Sent: Thursday, October 29, 2020 9:13 AM 

To: Erhardt, William (HHS/IOS) < b6 
Subject: Surgeon General Posts 


Hi Bill - 
Sorry to be a nudge, I just wanted to see if you had heard back from the SG’s 
office on our social media posts. We are ready to get the word out upon their 


approval. 


Thanks! 
Erin 


COLL0000019309 


UCLA HEALTH SCIENCES IMPORTANT WARNING: This email (and any attachments) is only intended for the use of the 
person or entity to which it is addressed, and may contain information that is privileged and confidential. You, the 
recipient, are obligated to maintain it in a safe, secure and confidential manner. Unauthorized redisclosure or failure to 
maintain confidentiality may subject you to federal and state penalties. If you are not the intended recipient, please 
immediately notify us by return email, and delete this message from your computer. 
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From: Collins, Francis (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 10/30/2020 9:39:47 PM 

To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4] 

Subject: RE: Update on Surgeon General Posts 

Thanks. I’m not crazy about (b) (5) OK. 

FC 

From: Adam, Stacey (FNIH) [T] < b6 

Sent: Friday, October 30, 2020 5:23 PM 

To: Collins, Francis (NIH/OD) [E] < b6 


Subject: RE: Update on Surgeon General Posts 
Hi Francis, 
Please find attached the flyer. It has been vetted by both NIAID Comms and IRB approved. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

Director, Cancer 

Research Partnerships 

Direct: b6 Mobile: b6 


From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Friday, October 30, 2020 5:17 PM 

To: Adam, Stacey (FNIH) [T] < b6 
Subject: RE: Update on Surgeon General Posts 


Yes please 

From: Adam, Stacey (FNIH) [T] < b6 

Sent: Friday, October 30, 2020 5:11 PM 

To: Collins, Francis (NIH/OD) [E] b6 Wholley, David (FNIH) [T] < b6 

Ce: Freire, Maria (FNIH) [T] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 Burklow, 
John (NIH/OD) [E] < b6 Myles, Renate (NIH/OD) [E] < b6 


Subject: RE: Update on Surgeon General Posts 
Hi Francis, 


We will make sure that the NIH Communications get to see the flyers. ACTIV-2 is the only one to have theirs ready so 
far. | could send you an example if you would like to see it. 


Thanks, 
Stacey 


COLL0000019311 


Stacey J. Adam, PhD 
“s 


Director, Can 
Researeh Parmerships 
Direet: { b6 Mobile: b6 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Friday, October 30, 2020 5:04 PM 

To: Wholley, David (FNIH) [T] < b6 

Ce: Freire, Maria (FNIH) [T] < b6 Tabak, Lawrence (NIH/OD) [E] < 
John (NIH/OD) [E] < b6 Myles, Renate (NIH/OD) [E] < b6 
< b6 

Subject: RE: Update on Surgeon General Posts 


| would think (b) (5) 
(b) (5) 


The e-mail thread mentions “flyers”. (b) ) 
(b) 6) 


FC 


From: Wholley, David (FNIH) [T] < b6 

Sent: Friday, October 30, 2020 4:31 PM 

To: Collins, Francis (NIH/OD) [E] b6 Tabak, Lawrence (NIH/OD) [E] < 
Ce: Freire, Maria (FNIH) [T] < b6 

Subject: FW: Update on Surgeon General Posts 


Hi Francis and Larry, anything that can be done here? 


From: Adam, Stacey (FNIH) [T] < b6 
Sent: Friday, October 30, 2020 11:03 AM 
To: Wholley, David (FNIH) [T] < bé6 


Subject: FW: Update on Surgeon General Posts 


Hi David, 

Please see Bill and Davey’s notes below. | know FC spoke with 
(b) (5) 

Thanks, 

Stacey 


Stacey J. Adam, PhD 

Director, Cancer 

Research Partnerships 

Direct: b6 Mobile: b6 


b6 


(b) 6) 


Burklow, 


Adam, Stacey (FNIH) [T] 


b6 


COLL0000019311 


From: Erhardt, William (HHS/IOS) < b6 
Sent: Friday, October 30, 2020 10:35 AM 


To: Teyhen, Deydre (HHS/IOS) < b6 
< b6 Bugin, Kevin (FDA/CDER) < 
< bé6 


Subject: FW: Update on Surgeon General Posts 
Dear Alt: 


Wondering if any of you have any ideas on how we can 
(b) (5) 
(b) (5) 


Thanks, in advance, 
Bill 


ray 


)G) 


Woodcock, Janet (FDA/CDER) 
Adam, Stacey (FNIH) [T] 


P.S. — Also, please note the great response to Dr. Adams video. Thanks to Janet and Chris for helping to arrange. 


From: Smith, David < b6 

Sent: Thursday, October 29, 2020 7,02 PM 

To; Currier, Judith, M.D. < b6 Erin Bouldin < 
< b6 b6 Jenna Conley < 
Karen R. < b6 Kim, Peter (NIH/NIAID) [E] < 
<david b6 

Cc: Heidi Forman < b6 David Bowen < b6 
Samantha Dolin < b6 


Subject: Re: Update on Surgeon General Posts 


(b) (5) 
(b) (5) Any ideas there? 


Davey Smith, MD, MAS 

Protocol Chair | ACTIV-2 (www.riseabovecovid.org) 

Head | Division of Infectious Diseases and Global Public Health 
Professor | Department of Medicine 

Co-Director | San Diego Center for AIDS Research (CFAR) 
Florence Riford Seeley Chair | AIDS Research 

University of California San Diego | b6 

Pronouns: he, him, his 


Administrative Contact: 


Colleen Reich | b6 
9500 Gilman Drive, La Jolla, CA 92093-0679 
BS b6 (Es b6 


b6 


b6 


b6 


Amy Gomez < 


Erhardt, William (HHS/IOS) 
Hoffman, 
Wohl, David A 


b6 


If your research has been supported by the San Diego CFAR, please be sure to acknowledge that support in your 
resulting publications and presentations (Al036214). More on acknowledging CFAR support may be found 


at https://cfar.ucsd.edu/en/cite-the-cfar/. 
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From: Currier, Judith, M.D. < bé 
Sent: Thursday, October 29, 2020 3:23 PM 


To: Erin Bouldin < b6 William Erhardt < b6 Davey Smith < b6 
b6 < b6 Jenna Conley < b6 Hoffman, 
Karen R. < b6 v6 < v6 Wohl, David A 
bé 
Cc: Heidi Forman < b6 David Bowen < b6 Amy Gomez < b6 
Samantha Dolin < b6 


Subject: Re: Update on Surgeon General Posts 


This is fantastic. 


Thanks! 

From: Erin Bouldin < b6 

Date: Thursday, October 29, 2020 at 11:11 AM 

To: William Erhardt < b6 Davey Smith < b6 Kara Chew 

< 6 Jenna Conley b6 >, "Hoffman, Karen R." 
b6 >, Peter Kim < b6 Judy Currier 
b6 , David A Wohl <david b6 

Ce: Heidi Forman b6 , David Bowen b6 Amy Gomez, 

<a b6 Samantha Dolin < b6 


Subject: Update on Surgeon General Posts 


CAUTION - EXTERNAL EMAIL:Do not click links or open attachments unless you recognize the sender. 

Hi Team - 

See below. When the Surgeon General’s press secretary calls on a Thursday afternoon, you answer. 

They are going to approve all of our organic social posts featuring the SG, and then they’re going to see how 
they can help promote and spread the word. There is an OWS Comms cal] tomorrow where Kate plans to lay on 
the pressure and figure out what they can do for us. I don’t know exactly what it means, but I have no doubt that 


she will follow up with Bill (and myself if she needs anything). 


Peter, she did ask who was our NIH “comms” person. I told her I had only worked with you and you had helped 
us so much. She laughed and said, “activate anyone who can help you get the word out.” 


Best, 
Erin 


Begin forwarded message: 


From: "Migliaccio-Grabill, Kate (HHS/OASH)" < b6 
Date: October 29, 2020 at 1:59:57 PM EDT 

To: Erin Bouldin b6 , "Erhardt, William (HHS/IOS)" 
< b6 


Subject: RE: Surgeon General Posts 


Hi Erin, glad we got a chance to talk. We flagged with our colleagues and will be in touch ASAP! 


COLL0000019311 


Erin, this is great and we LOVE all of it. 


Could you share the final copy of the video? We'd love to see it. We are checking with our ASPA colleagues as well and 
circle back soon. Would you like to post ASAP? 


From: Erin Bouldin < b6 

Sent: Thursday, October 29, 2020 9:34 AM 

To: Erhardt, William (HHS/IOS) < b6 

Cc: Migliaccio-Grabill, Kate (HHS/OASH) < b6 
Subject: Re: Surgeon General Posts 


Perfect, thanks Bill, and very nice to meet you Kate. 


We are so appreciative of the video Dr. Adams recorded for Activ-2/Rise Above COVID. We 
currently have paid Facebook advertising running to drive awareness of the study. Thanks to this, 
our RiseAboveCOVID Facebook page is getting more cyes. 


We have started to publish content regularly and will continue to do so, We would love to get the 
SG’s video up on the page, as well as on our newly launched Instagram page. Additionally, we 
have created a Twitter post to be shared organically by advocates of the study. Essentially we 
want to have Dr. Adam’s message available to view and share on all major social media 
platforms. 


Our proposed posts and visuals are in the attached deck for review. 


If you have ideas on how to distribute more widely, we would be happy to help in any way. We 
know that the more eyes we have on this message/awareness of the trial, the better it will be for 
recruitment. No surprise to you, we see an increase in traffic to the study website/call center 
when a prominent figure posts on social media, or there is discussion in the news. 


Please let me know what else I can provide, and thank you again. 
Best, 


Erin 


Erin Bouldin 
VP, Group Account Director 


T: v6 


On Oct 29, 2020, at 9:19 AM, Erhardt, William (HHS/IOS) 
b6 wrote: 


Erin, 


COLL0000019311 


Your question is well timed as I just got a communication from the S.G's office 
yesterday. Kate Migliaccio-Gabrill leads communications for the Surgeon 
General. I've copied Kate on this message to establish a direct channel of 
communication. Would you be able to share the plans directly with Kate and get 
her approval? Also Kate indicated that they may have means to support further 
distribution. Maybe we can work their efforts into the plans. 


Thanks much, 
Bill 


-----Original Message----- 

From: Erin Bouldin < b6 

Sent: Thursday, October 29, 2020 9:13 AM 

To: Erhardt, William (HHS/IOS) < b6 
Subject: Surgeon General Posts 


Hi Bill - 
Sorry to be a nudge, I just wanted to see if you had heard back from the SG’s 
office on our social media posts. We are ready to get the word out upon their 


approval. 


Thanks! 
Erin 


UCLA HEALTH SCIENCES IMPORTANT WARNING: This email (and any attachments) is only intended for the use of the 
person or entity to which it is addressed, and may contain information that is privileged and confidential. You, the 
recipient, are obligated to maintain it in a safe, secure and confidential manner. Unauthorized redisclosure or failure to 
maintain confidentiality may subject you to federal and state penalties. If you are not the intended recipient, please 


immediately notify us by return email, and delete this message from your computer. 
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From: Collins, Francis (NIH/OD) [E] [{/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=410E 1CA313F44CED9938ES0D2FFOB6C2-COLLINSF] 


Sent: 10/31/2020 9:49:24 PM 
To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 
Subject: b6 
Hey David, 

b6 — and wanted to send you many happy returns, and profound gratitude for all 

you are doing for ACTIV and the many other NIH/FNIH partnerships that are doing nothing less than changing the 
world, | hope you geta brief break today. b6 


All the best, Francis 


COLL0000019312 


